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About the Authors 


Commissioner of Food and Drugs 
C. W. Crawford, before entering gov- 
ernment service 34 years ago, did 
research and analysis and taught at 
Oklahoma Agricultural and Mechanical 
College. Holding both B.S. and M.S. 
degrees from Oklahoma A. & M., he 
joined the Food and Drug Adminis- 
tration as an analyst, serving in the 
Chicago and the New Orleans stations 
before going to Washington during 
1918. 

Between 1928 and 1939 he headed 
the newly created Interstate Division 
of the Administration. In 1939, Mr. 
Crawford became Technical Advisor in 
the Office of the Chief of the Adminis- 
tration; assumed the post of Assistant 
Commissioner of Food and Drugs in 
1942; was appointed Deputy Commis- 
sioner, second in rank to Dr. Paul B. 
Dunbar, in 1944; and succeeded Dr. 














CORRECTION 


In a day of changing geographic 
boundaries which make globes and 
atlases obsolete during the time it 
takes to print them, Americans have 
been grateful for our state lines which 
“stay put.” Iron hands of dictator- 
ship haven’t moved them, but steel 
keys of a typewriter got mixed up and 
made “wholly in interstate commerce” 
out of “wholly in intrastate commerce” 
in Edward E. Turkel’s comment on 
“Sale and Delivery of Articles for Trans- 
portation to Another State” at page 
741 in the October JOuRNAL. 








Dunbar as commissioner upon the latter’s 
retirement last May. He also served 
as principal representative of the FDA 
in drafting of the present Federal Food, 
Drug, and Cosmetic Act. 


T. E. Sullivan, of Indianapolis, speaks 
with authority on the subject of his 
address before the Food, Drug and 
Cosmetic Law Division of the Corpo- 
ration, Banking and Business Law Sec- 
tion of the American Bar Association 
at its recent meeting in New York 
City—"“Problems Encountered in En- 
forcing State Food, Drug, and Cos- 
metic Laws.” Mr. Sullivan is associated 
with the Indiana State Board of Health, 
as Director of the Division of Food 
and Drugs. 

Long a staff member of the General 
Regulations Unit, Criminal Division, 
United States Department of Justice, 
Vincent A. Kleinfeld is now a Special 
Assistant to the Attorney General of 
the United States on leave as Chief 
Counsel for the House of Representa- 
tives Select Committee to Investigate 
the Use of Chemicals in Food Products. 


Mr. Kleinfeld has been a frequent con- 
tributor to the pages of the Foop Druc 
Cosmetic Law JOURNAL. 


Last November the JourRNAL published 
James M. Best’s “Weights of Hygro- 
scopic Products,” from his address be- 
fore the Second Annual Meeting of the 
Division of Food, Drug and Cosmetic 
Law. This issue presents his address 
delivered at the September, 1951 meeting. 

General Counsel for the Quaker Oats 


Company, Mr. Best has been in its 
legal department since 1935. Prior to 
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that he had been in private practice 
with two Chicago law firms, and later 
had been an attorney for the Chicago 
area in the Reconstruction Finance 
Corporation. Between 1932 and 1935 
he was in charge of litigation for the 
RFC. 

Seventeen years ago, Kenneth E. 
Mulford became a member of the legal 
department of the Atlas Powder Com- 
pany in Wilmington, Delaware. A 
graduate of George Washington Uni- 


versity, with degrees in engineering 
and in law, he has remained with 
Atlas. 


Mr. Mulford has held a number of 
with the company, coming 
up to his present status as General 
Manager of the Industrial Chemicals 
Department during the past year. Since 
assuming his first position with Atlas, 
he: successively became Assistant Di- 
rector of the Legal Department in 1940 
and Assistant General Manager of the 
Industrial Chemicals Department in 
1948. He is a new contributor. 


positions 


Albert Avigdor, another writing for 
the first time for the JouRNAL, is 
Advertising Manager of Wyeth Inter- 
national, Philadelphia. He has traveled 
extensively in Latin America and Europe, 
and written several books. 
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Mr. Avigdor has been engaged in 
export promotion of ethical pharma- 
ceutical products for the past 25 years. 

A member of the Editorial Advisory 
Board of the JourNnat, Hugo Mock, 


of the New York City firm of 
Mock and Blum, is counsel for the 
Toilet Goods Association. Mr. Mock 


is Chairman of the Cosmetic Commit- 
tee, Section on Food, Drug and Cos- 
metic Law of the New York Bar 
Association. Consequently, he writes 
expertly on “Legal Limits of Cosmetic 
Labeling and Advertising.” 

J. H. Collins received his D.V.M 
degree in 1935 from the College of 
Veterinary Medicine at Ohio State 
University. Upon graduation, he joined 
the professional staff of the Bureau of 
Animal Industry of the United States 
Department of Agriculture, performing 
duties in the Tuberculosis Eradication, 
Meat Inspection, and Virus-Serum Con- 
trol Divisions. In 1942, he transferred 
to the FDA to conduct 
scientific tests for evaluating livestock 


controlled 


and poultry remedies in the enforce- 
ment of the Federal Food, Drug, 
Cosmetic Act. He has been Assistant 


and 


Veterinary Medical Director of the 
Division of Medicine in the Adminis- 
tration since 1946. 





In Congress 


The text of the enacted law for the 
prescription-drug amendment of the 
Federal Food, Drug, and Cosmetic 
Act, as amended, follows: 

Public Law 215—82d Congress 
Chapter 578—I1st Session 


H. R. 3298 
AN ACT 


To amend sections 303 (c) and 503 
(b) of the Federal Food, Drug, and 


Cosmetic Act, as amended. 
Be it enacted by the Senate and House 
of Representatives of the United States 


of America in Congress assembled, That 
subsection (b) of section 503 of the 
Federal Food, Drug, and Cosmetic 
Act, as amended, is amended to read 
as follows: 


“(b) (1) A drug intended for use by 
man which— 


“(A) is a habit-forming drug to 
which section 502 (d) applies; or 


“(B) because of its toxicity or other 
potentiality for harmful effect, or the 
method of its use, or the collateral 
measures necessary to its use, is not 
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safe for use except under the supervi- 
sion of a practitioner licensed by law 
to administer such drug; or 

“(C) is limited by an effective ap- 
plication under section 505 to use under 
the professional supervision of a prac- 
titioner licensed by law to administer 
such drug, 


shall be dispensed only (i) upon a 
written prescription of a practitioner 
licensed by law to administer such 
drug, or (ii) upon an oral prescription 
of such practitioner which is reduced 
promptly to writing and filed by the 
(iii) by refilling any 


prescription if 


pharmacist, or 

such written or 
such refilling is authorized by the pre- 
scriber either in the original prescrip- 
tion or by oral order which is reduced 
promptly to writing and filed by the 
The act of dispensing a 


oral 


pharmacist. 
drug contrary to the provisions of this 
shall be deemed to be an 
results in the drug being 


paragraph 
act which 
misbranded while held for sale. 

“(2) Any drug dispensed by filling 
or refilling a written or oral prescription 
of a practitioner licensed by law to ad- 
minister such drug shall be exempt 
from the requirements of section 502, 
except paragraphs (a), (i) (2) and (3), 
(k), and (1), and the packaging require- 
ments of paragraphs (g) and (h), if 
the drug bears a label containing the 
name and address of the dispenser, the 
serial number and date of the prescrip- 
tion or of its filling, the name of the 
prescriber, and, if stated in the pre- 
scription, the name of the patient, and 
the directions for use and cautionary 
statements, if any, contained in such 
prescription. This exemption shall not 
apply to any drug dispensed in the 
course of the conduct of a business of 
dispensing drugs pursuant to diagnosis 
by mail, or to a drug dispensed in vio- 
lation of paragraph (1) of this subsection. 


“(3) The Administrator may by regu- 
lation remove drugs subject to section 
502 (d) and section 505 from the re- 
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quirements of paragraph (1) of this 
subsection when such requirements are 
not necessary for the protection of the 
public health. 

“(4) A drug which is subject to para- 
graph (1) of this subsection shall be 
deemed to be misbranded if at any time 
prior to dispensing its label fails to 
bear the statement ‘Caution: Federal 
law prohibits dispensing without pre- 
scription’. A drug to which paragraph 
(1) of this subsection does not apply 
shall be deemed to be misbranded if 
at any time prior to dispensing its label 
bears the caution statement quoted in 
the preceding sentence, 

“(5) Nothing in this subsection shall 
be construed to relieve any person from 
any requirement prescribed by or under 
authority of law with respect to drugs 
now included or which may hereafter 
be included within the classifications 
stated in section 3220 of the Internal 
Revenue Code (26 U. S. C. 3220), or to 
marihuana as defined in section 3238 
(b) of the Internal Revenue Code (26 
U. ot. cae teak 


Sec. 2. Subsection (c) of section 303 
of the Federal Food, Drug, and Cos- 
metic Act, as amended, is amended by 
striking out the period at the end of 
clause (3) and inserting in lieu thereof 
a semicolon and the following: “or (4) 
for having violated section 301 (b), (c) 
or (k) by failure to comply with sec- 
tion 502 (f) in article 
interstate commerce to 


respect to an 
received in 
which neither section 503 (a) nor sec- 
tion 503 (b) (1) is applicable, if the 
delivery or proffered delivery was made 
in good faith and the labeling at the 
contained the same di- 
rections for use and 
ments as were contained in the labeling 
at the time of such receipt of such 
article.” 

Sec. 3. The provisions of this Act 
shall take effect six months after the 
date of its enactment. 


time thereof 


warning state- 


Approved October 26, 1951. 
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In the Food and Drug Administration 


Amendments to the regulations relat- 
ing to the labeling of foods are proposed 
whereby exemptions from certain label- 
ing requirements under stated conditions 
are added for foods repackaged in retail 
establishments. These proposals read 
as follows: 

“81.8 Food; labeling, required state- 
ments; when exempt. 

“(n) A food shall be exempt while 
held for sale from the requirements of 
clause (2) of section 403 (e) (requiring 
a statement on the label of the quantity 
of contents) if said food, having been 
received in bulk containers at a retail 
establishment, is accurately weighed, 
measured, or counted either within the 
view of the purchaser or in compliance 
with the purchaser’s order. 

“$1.10 Food; labeling; designation of 
ingredients. 

“(f) A food shall be exempt while 
held for sale from the requirements 
of clause (2) of section 403 (i) (re- 
quiring a declaration on the label of 
the common or usual name of each 
ingredient when the food is fabricated 
from two or more ingredients) if said 
food, having been received in bulk 
containers at a retail establishment, is 
displayed to the purchaser with either 
(1) the labeling of the bulk container 
plainly in view or (2) a counter card, 
sign, or other appropriate device bear- 
ing prominently and conspicuously the 
information required to be stated in 
the label pursuant to clause (2) of 
section 403 (i). 

“$1.12 Foods; labeling; artificial fla- 


voring or coloring, chemical preservatives. 


“(e) A food shall be exempt while 
held for sale from the requirements of 
section 403 (k) (requiring label state- 
ment of any artificial flavoring, arti- 
ficial coloring, or chemical preservatives ) 
if said food, having been received in 
bulk containers at a retail establish- 
ment, is displayed to the purchaser 


with either (1) the labeling of the bulk 


container plainly in view or (2) a 
counter card, sign, or other appropriate 
device bearing prominently and con- 
spicuously the information required to 
be stated on the label pursuant to 
section 403 (k).” 

In conjunction with these proposed 
amendments to the regulations, a pro- 
posed statement of policy has been 
released: 

“The Federal Security Administrator 
proposes, under the authority of sec- 
tions 306 and 701 (a) of the Federal 
Food, Drug, and Cosmetic Act, to issue 
a statement of policy, as follows: 

“Section 3.26 Notice to food re- 
tailers. The Federal Security Admin- 
istrator will refrain from recommending 
criminal, injunction, or seizure proceed- 
ings on charges that a food repackaged 
in a retail establishment was _ mis- 
branded, while held for sale, 
it did not comply with the following 
provisions of the Federal Food, Drug, 
and Cosmetic Act, if the conditions 
herein specified are met: 

“(a) Section 403 (e) (1) 
a statement on the label of the name 
and place of business of the manufac- 
turer, packer, or distributor); 

“(b) Section 403 (g) (2) (requiring 
a statement on the label of a food 
which purports to be or is represented 
as one for which a definition and 
standard of identity has been prescribed 
to bear the name of the food specified 
in the definition and standard and, 
insofar as may be required by the regu- 
lation establishing the standard, the 
common names of the optional ingre- 
dients present in the food), if the food 
was displayed to the purchaser with 
its interstate labeling clearly in view, 
or with a counter card, sign, or other 
appropriate device bearing prominently 
and conspicuously the information re- 
quired by these provisions; or 

“(c) Section 403 (i) (1) (requiring 
a statement on the label of the com- 


(Continued on page 879) 


because 


(requiring 
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Gaps in Consumer Protection 


Under the Food and Drug Law 


By C. W. CRAWFORD 


This Address Was Delivered Before the Division 
of Food, Drug, and Cosmetic Law, American Bar 
Association, New York City, September 19, 1951 


AM GRATEFUL for the opportunity of discussing with you some 

of the more important deficiencies of current interest in food and 
drug legislation and enforcement. A number of events since your last 
meeting make this an opportune time to appraise some of our current 
trends of thought and to reorient ourselves, if that is needed, the better 
to serve the public interest. 

Tremendous progress in protecting the public health and welfare 
was made in enacting the law of 1938. The new law, about which 
controversy had raged for five years before it was passed, was accepted 
by the regulated industries generally in the true spirit of democracy. 
They sought to comply, both in the letter and in the spirit. The courts, 
toa highly gratifying degree, have interpreted the statute to accomplish 
its beneficient purpose. And as need arose the Congress has enacted 
a series of important amendments. 

In consequence of these developments the gaps between the pro- 
tection exercised under the law, and what is reasonably required in the 
public interest, are now the narrowest since we became an industrialized 
nation. That gaps still do exist seems to be recognized by all students 
of this legislation and of its administration. How further to narrow 


807 














PAGE 808 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 195] 


The Author Is Commissioner of Food 
and Drugs, Federal Security Agency 








them by administrative procedures and by amendments that are effec 


tive and that conform to our concepts of government requires searching 
inquiry for all relevant facts and much hard, straight thinking. 


In this Nation dedicated to freedom, no regulatory restriction on 
industry should be imposed that is not clearly grounded in public need 
and that does not safeguard the fundamental rights of those who are 
regulated. The highest contribution that can be made by those who are 
interested in or responsible for new amendments to our law is to 
recognize the public need as it arises and to formulate sound and effec- 
tive proposals before the issues become too emotionalized to permit 
straight thinking. It should not have been necessary to await an elixir 


sulfanilamide incident before a new-drug section was passed. 


It is time for some straight and decisive thinking on the erroneously 
labeled proposal to regulate the use of new chemicals in food. The 
issue is confused by employment of the term “chemicals,” with or with- 
out the word “new.” The real question is on the use in food of any 
substance, of whatever nature, when that substance has not been ade 
quately tested, either through human experience or by all reasonably 
applicable laboratory and clinical procedures, to show either that it is 
not poisonous or deleterious or, if it is and it is required in the produc- 
tion of a food, that it can be safely used. 

[t would be both unfair and incorrect to appraise this problem on 
the assumption that we have an irresponsible chemical industry and 
an irresponsible food industry, both callous to the health of consumers. 
Nor can we appraise it on the assumption that there is no “clear and 
present danger.”’ The facts rule out both these assumptions, but they 
show that there is a fringe of the careless or ignorant or unscrupulous 
who have used or are now using chemicals in food without sufficient 


testing to be reasonably certain they will not impair the health of 
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consumers. That the dramatic equivalent of the elixir sulfanilamide 
disaster has not occurred in the food field speaks volumes: first, for the 
conscientiousness of the food industry generally and, second, for the 
providential luck of its fringe operators—and of the public. We have 
had some narrow escapes. 

Much has been said about the impossibility of guaranteeing the 
absolute safety of any food additive for all people under all circum- 
stances, and about the toxicity of nearly every common food to hyper- 
sensitive individuals. The point is well taken. But this does not 
mean that nothing should be done toward setting up legal safeguards 


to minimize the danger. There is a practical, common-sense solution. 


Leaders in the food industry have set the pattern. In their 
investigations of the prospective use of chemicals of unknown safety 
they have used every reasonably applicable test. Each point on which 
the chemical might be suspect is thoroughly explored. It is not until 
every reasonable check has been made, all with negative results, that 
the chemical is put into use. It would not be too much to require by 
law that all food producers live up to what is being voluntarily done 
by the conscientious majority. An amendment to accomplish this 
need not disturb any provision or procedure the law now contains. 

The sketchy character of the preliminary tests that are made 
before some chemicals are used is startling. When challenged, the 
sponsors of these chemicals sometimes undertake elaborate programs 
of research, but too frequently they indict their own sense of responsi 
bility or even their own good faith by continuing to exploit their 


product while their investigations are still in progress. 


Consumer Demands for Safer Foods 


Aside from considerations of public health there is another fact, 
not as widely recognized as it should be, which dictates that the food 
industry in its own interest support an effective legal control of food 
additives. Since the controversial bread standards were proposed about 


a year ago, consumer mail coming to the Food and Drug Administra- 
tion has been extremely heavy. With few exceptions these letters 
express serious concern about the safety, wholesomeness, and nutritive 
quality of bread and other items in our food supply. Some who write 
are obviously cranks and crackpots, others are inspired by the bally- 
hoo of quacks promoting food fads. In general, the writers seem to be 
of at least average intelligence. Regardless of whether or not their 
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reasons are sound, most of them are militant in their demands for better 
and safer foods. 


There were two radio broadcasts last spring that attacked the pro- 
posed bread standards. Each produced a flood of consumer protests. 
We found that there are accepted methods of estimating the size of 
the audience of radio programs and the number of listeners who feel 

Si as those who take the trouble to write about the programs. 
the same as those who take the t ble t te about tl g 
Application of these methods to the letters we received fortifies the 
conclusion derived from other observations that a surprisingly high 
proportion of our people lack confidence in the wholesomeness of 
bread and other foods, and in the integrity of those who produce and 
process them. This makes an unusually fertile field for exploitation by 
food quacks, and there are a great plenty of them who are taking 


advantage of it. 


Inadequately Tested Substances in Food 

We have answered all these letters. Because we know that Amer- 
ica has the most abundant and nutritious food supply, and is enjoying 
the best health, of any nation in history we have been able to give 
reassurances in all but a relatively few areas. The most important of 
the areas in which we could not give reassurances was the use of inade 
quately tested substances in food. The enactment of sound and etfec 
tive legislation to close this gap would be a real contribution toward 
the restoration of normal public confidence in commercially produced 


foods. 


Recent seizures and recall programs on certain shampoos indicate 
the need for similar legislation on cosmetics. The new ingredient in 
these products was a detergent that some firms had investigated and 
rejected as too dangerous for use where it might get into the eyes. 
Injuries to the eyes of a number of people who used the shampoos 
were reported. Our tests on laboratory animals showed that even when 
the eyes were immediately washed out with clear water severe inflam 
mation was caused, resulting in some cases in opaque scar tissue that 
impaired sight for a protracted period and perhaps permanently. We 
believe that consumers should be protected against such hazards by 
requiring adequate testing of new ingredients before they are used. 
The toilet goods industry has done a constructive job in advising its 


members on the necessity of using only pure and safe ingredients but 
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this is not an effective restraint of firms that are willing to take a 
chance. 
Jam Standards 


Another gap in the law was revealed by the United States Supreme 
Court’s decision in the Jam case (340 U. S. 593). Here it was held that 
a jam which was deficient in fruit and contained excessive water and 
sugar was immune from the jam standard because it was labeled as 
an imitation. Unfortunately, an error in a key fact was included in 
stipulations in the district court. It was stipulated that the deficiency 
in fruit is offset by the reduced price to the consumer. This seems 
to have been responsible for the Supreme Court’s statement that the 
imitation jam is “perhaps more within the reach of the meager purse” 
than the genuine. It has played a weighty part in published discus- 
sions of the Supreme Court's decision and in the thinking of students 
of food and drug law. 


3efore the jam standards were promulgated the Food and Drug 
Administration had made calculations showing that these imitation 
jams could not possibly be sold at a price which would yield a profit 
to the manufacturer and be an advantageous buy to the consumer, as 
compared with standard jam. These calculations were in part responsi- 
ble for Finding 40 in the order promulgating the jam standard : 


By using abnormally large quantities of pectin or acid, or both, a substantial 
part of the normal fruit content of preserve can be replaced by water and exces- 
sive saccharine ingredients; such a product, through its consistency and appear- 
ance, purports to be preserve and such use of pectin and acid is regarded as 
deceptive. [5 F. R. 3556.] 


Mr. Daniel R. Forbes, Counsel of the National Preservers Asso- 
ciation, commented on this question in his letter to me of August 21, 
1951. He wrote: 


The standard and limitation products are composed basically of the same 
ingredients, i. e. fruit and sugar. From the standard product moisture is removed 
by processing; to the imitation, water is added. Both are processed and packed 
in glass jars. The cost of processing, labor, filling and containers are practically 
identical. The difference is in the cost of the fruit left out of the imitation 
product. In... [strawberry jam] the consumer pays 77.1¢ per Ib. for straw- 
berries in the form of standard preserves; for the strawberries contained in the 
imitation she pays $1.79 per lb.; 232% as much, or nearly 2% times as much. In 
the case of lower cost fruits a larger proportion is used than in strawberry or 
raspberry and in such cases the fruit cost differential would not be as great. 
Nevertheless, I believe it is fair to use strawberry jam as an illustration, 


Another illuminating view can be derived from the cost data Mr. 


Forbes submitted from the records of the National Preservers Asso- 
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ciation.’ By adding to one pound of genuine strawberry jam about 
1% pounds sugar, costing 17% cents at retail, and .8 pound tap water, 
the consumer could get nearly 314 pounds of a mixture identical in com- 
position with the imitation jam at a total cost of about 58 cents. The 
same quantity of imitation jam, purchased as such, costs the consumer 
93 cents. 


All these data and calculations merely confirm the obvious fact 
that water and sugar cannot be packaged in jam containers, processed, 
labeled, and distributed as economically as the consumer can obtain 
them from the kitchen faucet and the grocery store. This fact would 
not be determinative if the imitation possessed any characteristic which 
consumers prefer. There is no evidence that it does. Contrary evidence 
is overwhelming that consumers prefer the kind of jam that mother 
used to make, upon which the fruit content required by the standard 
is based. Concern for consumers with meager purses is misplaced in 
considering the legitimacy of these imitation jams. 


I know of no food sold as an imitation where similar economic 
disadvantage to the consumer does not apply, with the exception of 
certain flavoring extracts typified by imitation vanilla. That product 
is usually a solution of vanillin and coumarin, colored with caramel. 
Without caramel the solution is colorless. The sole function of caramel 
is to impart a color simulating that of genuine vanilla extract. It adds 








1COMPARISON OF COST AND VALUE Standard Preserve 
OF .52 pound of strawberries 13.00¢ 
STANDARD STRAWBERRY PRESERVE’ -64 pound of sugar _5.44¢ 
AND IMITATION PRESERVE Material cost 18.44¢ 
Package cost 4.00¢ 
One pound of standard strawberry pre- Manufacturing cost 5 00d 
serve (45 pounds of fruit to 55 pounds of Total or 44e 
sugar) represents: .52 pound of fruit: - ; : pow 
.64 pound of sugar; .16 pound of fruit 11.5 per cent markup _8.16¢ 
moisture boiled off. . 30.60¢ 
One pound of imitation strawberry pre- °! Percent retail markup _9.49¢ 
serve represents: .15 pound of fruit; .668 : . yea . 
pound of sugar; .182 pound of water. Cost to consumer 40.09¢ 

Formula Imitation Preserve 
15 pound of fruit .15 pound of strawberries 3.75¢ 
.668 pound of sugar .668 pound of sugar _5.68¢ 
.182 pound of water Material cost 9.43¢ 
— Package cost 4.00¢ 
1.000 pound of yield Manufacturing cost 5.00¢ 
Total 18.43¢ 

Approximate cost per pound on a basis 

of 25¢ cost of strawberries and 8.5¢ per 11-5 Per cent markup .. 2,12¢ 
pound cost of sugar: 20.55¢ 
31 percent retail markup 6.37¢ 


Cost to consumer 26.92¢ 
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no perceptible color to the food in which the flavoring is used, If 
vanilla extract were standardized and imitations of standard articles 
were banned, vanillin and coumarin extract, minus caramel, would 
imitate nothing, and could be labeled and sold under its true name. 


A large proportion of the total food consumed is served in public 
dining rooms, restaurants, ice cream parlors, refreshment stands, and 
the like, under conditions in which the consumer never sees the 
label. In the present state of the law suppliers bidding for this vast 
market need observe no standard for any product. Imitations of vary- 
ing degrees of debasement may be offered. The situation invites cut- 
throat competition, for which the consumer and legitimate industry 
pay. It jeopardizes the substantial investments that have been made 
in food standards since the 1938 Act was passed. 


It is our view that if existing standards are too high to serve the 
interests of consumers, including those with meager purses, the stand- 
ards should be amended rather than to consign worthy substandard 
products to competition with the unworthy in the chaos of imitations. 


I have attended no meeting, formal or informal, of food and drug 
lawyers without hearing criticisms of the standard-making procedure. 
Business executives have been even more emphatic in condemning 
the cumbersomeness of the procedure which applies even to simple 
and uncontroversial amendments. 


I believe it is timely to consider this question with a view to early 
and decisive action. M. F. Markel, writing in the Foop Druc CosMeEtic 
Law QuarTERLy for June, 1947, suggested that the procedure for issu- 
ing regulations on antibiotics under Section 507 should serve as a pat- 
tern for legislation revising the procedure for formulating food standards. 
I believe experience has confirmed the wisdom of that suggestion. 


As I visualize it, the antibiotics procedure, adapted to standards 
making, would work something like this: The Administrator, on his 
own initiative or on the petition of any interested person stating rea- 
sonable grounds, would publish a proposal to issue, amend or repeal 
a standard. Opportunity would be given to all interested persons to 
present their views, orally or in writing. The Administrator would 


then issue a proposed order and, if no objection were filed within a 
specified reasonable time, the order would become final. If objections 
were filed, a public hearing would be held on the issues to which the 
objections were directed, in accordance with present procedure. After 
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the hearing, findings of fact based on substantial evidence would be 
required in support of administrative action on controverted questions. 
When the final order would be promulgated, these issues would be 
subject to court review, as now provided. 

It is significant that in the six years since Section 507 was enacted 
voluminous regulations have been issued but no public hearing has yet 
been held and no court review has been invoked. Perhaps this is due 
largely to the fact that the procedure encourages informal conferences 
between government and industry scientists, in which relevant tech- 
nical data can be more easily and clearly appraised than in the legal- 
istic atmosphere of a formal hearing. 

By decreasing the areas of controversy and by limiting the hear- 
ing to those areas, the time and cost of formulating food standards and 
keeping them up to date with amendments would be lessened. Such 
a revision of procedure would impair no safeguard now provided for 
the rights of either the public or industry. 

An important gap in the drug chapter of the law is now in process 
of being narrowed by Congressional action. The Durham-Humphrey 
bill has passed the House of Representatives, with amendments, and 
is now under consideration by a Senate Committee. It would deal 
more directly and effectively than the present law with the sale of 
those potent drugs that should be confined to prescription use. The 
need for this legislation is widely recognized. The only significant 
debate has been on the extent to which the gap in consumer protection 
against the indiscriminate sale of such drugs should be narrowed. 


Hearings began in late August, before the Senate Committee on 
Expenditures in the Executive Departments, on S. 1149, a bill to reor- 
ganize the Department of Agriculture. One provision of the bill con- 
templates the splitting of the Food and Drug Administration by 
transferring its food regulatory functions to the Department of Agri- 
culture. 

The bill is based on recommendations of the Hoover Commission 
on Reorganization of the Executive Branch of the Government. One 
of these was that the food regulatory functions of the Food and Drug 
Administration be placed in the Department of Agriculture and the 
drug regulatory functions in a new United Medical Administration. 
Disposition of cosmetic regulatory functions was not mentioned. This 
recommendation of the Hoover Commission was not unanimous. Two 


members filed vigorous dissent. Nor did any of the several task forces 
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of the Commission who investigated the Food and Drug Administra- 
tion recommend its splitting. 

The Food and Drug Administration has a history of unified opera- 
tion for nearly 45 years. While it has a corps of specialists, the great 
majority of its personnel are trained to work interchangeably on foods, 
drugs and cosmetics. In commenting on the proposal to split the or- 
ganization, the Federal Security Administrator has pointed out that 


Only in a democracy could 
Christmas Seals become a 
tradition. They mean people 
working together. . . volun- 
tarily ... for each other. 
Last year, more than 12 
iSaiN million families contributed 
a >  tothecommon good. Nobody 
Zi made them. They wanted to 
Z 2 do so as free individuals. 

By buying Christmas 
Seals, they have advanced 
the control of our most lethal 
contagidus disease—tubercu- 
losis. 

This year, particularly, 
Americans will again help 
keep America healthy and 
strong. Send in your contri- 
bution today, please. 


Syl) = Me 
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divided enforcement in separate establishments would require duplica- 
tion of scientific and administrative personnel, duplication of labora- 
tories in Washington and the field, a dual corps of inspectors to cover 
the same territory, two sets of import controls and two units of legal 
counsel ; that confusion, inefficiency, and wasteful cost would inevitably 
follow; and that the gap in consumer protection would be widened. 


I believe that the regulated industries have a very substantial 
stake in this reorganization proposal. This is particularly true of those 
who market the many products that are subject to both the food sec- 


tions and the drug section of the law. 


The high degree of compliance with the requirements of the Fed 
eral Food, Drug, and Cosmetic Act has been brought about in part by 
enforcement activities. But a more important cause is the disposition 
of the regulated industries generally to comply with both the letter 
and spirit of the law. The degree of compliance by most manufacturers 
is limited only by their knowledge of what the law requires, It is our 
purpose to establish better lines of communication between ourselves 
and the industries. Through these lines information on the application 
of the law in new situations can be channeled, and we can receive infor 
mation on the developments and problems in industry. 


It is also our purpose to establish better lines of communication 
with consumer groups, in whose interest the law must be enforced. We 
hope to be able thus to determine with more certainty what consumers 
think, what they desire, and what is in their interest. And we hope t 
dispel in some degree the false ideas too many consumers have about 
the integrity of the vitally important commodities regulated by this law. 


A freer interchange of ideas will bring fewer misunderstandings 
among both producers and consumers. Unnecessary and avoidable 
frictions in carrying out our obligations should be lessened. Voluntary 
compliance will be increased and the gaps in consumer protection will 


be narrowed. 


I would like to urge all members and representatives of the in 
dustries to take full advantage of across-the-desk discussions with us. 
When any occurrence leads you to question our policies or procedures, 
I hope you will feel that some responsible officer of the Food and Drug 
Administration should be among the first with whom you discuss the 
matter. I can assure you that we will be grateful for any constructive 


suggestion and will act upon it promptly. [The End] 























By T. E. SULLIVAN 


PROBLEMS ENCOUNTERED IN 


Enforcing State Food, Drug, 


and Cosmetic Laws 


This Paper Was Also Read Before the Third Annual Meeting 
of the Division of Food, Drug and Cosmetic Law of the 
American Bar Association in New York City on September 19 





N R. CHAIRMAN, distinguished guests, members of the Section 

on Food, Drug and Cosmetic Law of the American Bar Associa- 
tion. I have studied, with great interest and much enlightenment, the 
published papers presented before this section during your previous 
meetings. I have been profoundly impressed by the breadth of vision 
displayed by your organizers and officers since the founding of this 
organization in 1945 and by the detailed studies and research which 
have been undertaken in many phases of this special law. The publica- 
tion of these papers, reports and studies has been of tremendous 
assistance to those of us who are not attorneys but who are charged 
with the administration of similar and related laws at the state level. 
They provide the best means of quick and easy reference to interpreta- 
tions (and I mean interpretations) which have been handed down by 
the courts. Many are written in laymen’s language which results in 
easier understanding of complex legal verbiage, and, best of all, they 
provide guideposts for uniform thinking and interpretation of the 
law between regulatory agencies. I hope this phase of your work 


will continue and be extended. 


I believe this is the first opportunity afforded a state regulatory 
official to appear before you. At this time I would like to express my 
appreciation and that of the Association of Food and Drug Officials of 
the United States to Mr. Dunn and to your program committee for 
their thoughtfulness. 


I am indeed happy to be with you and to have this opportunity 
to discuss with you some of the problems that face state regulatory 
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officials in the administration of state food and drug and cosmetic laws. 
I feel that this is an appropriate forum before which a sympathetic 
hearing can be had and from which counsel and assistance may be 
obtained in the solution of some of these problems. My purpose is not 
to detail minor administrative and enforcement problems which face 
all individuals in the discharge of their duties. It is rather to bring 
before you some of the broad, basic, fundamental problems which have 
faced and will continue to face state regulatory officials—problems 
which cannot be solved by many states individually but which may 
yield to a concerted effort guided and assisted by the wise counsel and, 
where possible, active support of this organization and its members. 


Purposes of Food and Drug Law 

The purpose of any food and drug law is twofold—one, to protect 
the health and welfare of the consumer from adulterated and mis- 
branded foods, drugs and cosmetics, and two, to protect the legitimate 
manufacturer, wholesaler and distributor of such articles from the 
unfair competition which results from the distribution of debased or 
fraudulent merchandise. This second purpose is not written into the 
law but it naturally follows when the first purpose is achieved. Those 
of you here who represent industry know that the development of 
higher standards of quality and sanitation for a particular product is 
many times shackled by low-cost, low-priced competitive articles it 


must meet when it is distributed. 


The impartial, yet vigorous, enforcement of the federal law by the 
United States Food and Drug Administration offers many additional 
examples of the benefits which accrue to industry when the channels of 
interstate commerce are freed from low-grade, debased or otherwise 
violative merchandise. ) 
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Yet, since the activities of the Food and Drug Administration are 
limited to articles in interstate commerce, its enforcement does not 
touch similar, competitive merchandise which does not cross the bor- 
ders of the state of manufacture. Although we do not have complete, 
accurate figures from which to quote, it is estimated that more than 
40 per cent of the food, drugs and cosmetics consumed or used by the 
public are of an intrastate nature. For example, in my own State of 
Indiana, there are more than 400 slaughterhouses, of which 15 are 
inspected by the Bureau of Animal Industry of the United States 
Department of Agriculture. The products of these 15 establishments 
are entitled to use the channels of interstate commerce, but the 385 
nonfederally inspected plants are not. Yet they provide competition for 
the federally inspected plants located both within and outside the state. 


Of the 120 or so flour and cereal mills located in the state, only 
about 20 do interstate business. The balance are not amenable to fed- 
eral regulation. 


I could continue to cite similar figures with respect to other indus- 
tries to illustrate the point, but I do not believe it will be necessary, 
even if time permitted. So, even if the Food and Drug Administration 
could eliminate al] violative merchandise under its jurisdiction from 
interstate commerce, it would still be able to cover only 60 per cent 
of the field, and the 40 per cent remaining represents just as great a 
hazard to the health and welfare of the consumer and just as difficult 
competition for the interstate distributor as the portion that has been 
regulated. The only way this 40 per cent can be reached is through 
equally enlightened and equally vigorous enforcement of state laws. 


Such being the case, let us examine the laws of our states and 
some of the problems connected with their enforcement. 


Inadequate State Legislation 


(1) Less than half of our states have food and drug laws uniform 
with the Federal Food, Drug, and Cosmetic Act, although the federal 
Act was adopted 13 years ago. Some states have no drug laws at all. 
Others are still enforcing laws patterned after the 1906 federal act, 
supplemented by a large number of special laws. In many instances, 
these special laws contradict each other. Some laws have been amended 
and the amendments amended so often that it is difficult for a trained 
attorney, much less a lay enforcing official, to interpret them. Some 
state laws do not have embargo or seizure powers, a very necessary 
adjunct to the protection of the consumer from dangerous or fraud- 
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ulent products. Later during this session you will hear a detailed 
account of this subject, so I shall not elaborate further at this time. 
Suffice it to say that one of our first problems is to secure adequate 
and, if possible, uniform state legislation. 


Lack of Nonpolitical Administration by Qualified People 

(2) The proper enforcement of any state law requires trained, 
experienced people. Inspectors, laboratory personnel and administra- 
tors need to have a thorough knowledge of the industries and products 
they supervise if they are to be just and equitable in the performance 
of their duties. They should not be hampered by politics, either in their 
appointment or in their administration. They should be chosen and 
retained on the basis of their ability rather than upon their political 
affiliations. They should not be subject to replacement as a result of 
changes in elective offices. They should be paid a salary commensurate 
with their responsibilities and should have job security and an oppor- 
tunity for advancement. Finally, they should not have to depend on 
fees levied on the industries they regulate in order to operate. Since 
they are guardians of the public’s health and welfare, they should oper- 
ate on public funds appropriated for that purpose. It is an economic 
loss to any state as well as a continuing hazard to the health and well- 
being of its people when qualified personnel in this highly specialized 
field are replaced by untrained people or when working conditions are 
maintained in such a way that they fail to attract personnel with the 
necessary background of education and experience. 

The solution to the second problem then is to secure merit or 
civil-service systems which will attract and hold capable, qualified 
people as well as adequate appropriations of public funds to finance a 
staff of sufficient size to carry out an effective enforcement program. 


Unified Enforcement on State-Wide Basis 


(3) Unified enforcement on a state-wide basis is fundamental to 
an effective program. When portions of an act, such as the Federal 
Food, Drug, and Cosmetic Act, are split up between various units of 
state government, it is usually difficult to secure effective, uniform 
enforcement. For example, an article may be a food or a drug or both 
depending on its labeling. Yet the enforcement of the food section 
of the law may be under the jurisdiction of one department of state 
government and the drug section under another.. The manufacturer 
may be predominantly in the food business or in the drug business. 
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If the drug section of the law does not regulate dietary or special foods 
and the food section does not have jurisdiction over drug products, 
how are representatives of the two departments of state government 
to function when inspecting this establishment and evaluating the 
legality of its products? 

In some instances, milk and dairy products are regulated by one 
state department and other foods by another department. Since many 
manufacturers of dairy products also produce other foods and since 
many dairy products themselves are used as ingredients in other foods, 
duplication of effort on the part of the two departments of government 
or an area of neglect will result from the split jurisdiction. Sanitation 
laws dealing with the structure, facilities and surroundings used in food 
manufacturing are frequently enforced by one department of state, 
and laws dealing with the food products themselves are administered 
by an entirely different department. Many times these departments 
are located in different cities in the state, and the personnel are un- 
known to each other. Yet representatives of both visit the same plant 
for the same purpose, protection of the public health, but operate in 
fields far apart. A representative of one department will carefully 
inspect the sewage disposal facilities, water supply, toilet facilities and 
general surroundings as provided by the sanitation law or regulation he 
enforces and will take no action against diseased, unwholesome or 
contaminated food products or ingredients he observes during his visit. 
Seldom does he notify the department having jurisdiction over the 
violative articles, and even if he does, it is usually too late to protect 
the consumer, as the material has been distributed before action can 
be instituted against it. 

These are but a few examples of the difficulties that exist when 
jurisdiction over various phases of our food and drug laws is divided 
between two or more departments of state government. 

I believe, therefore, that in addition to effective legislation and 
competent personnel, unity of enforcement is essential to adequate 
public protection. Where this cannot be achieved, close liaison must 
be maintained and complete understanding of jurisdiction and purpose 
secured between the departments affected. 


Need for More Informed Legal Fraternity 
(4) The fourth and last problem I should like to present to you 
is one peculiar to the legal profession. More than 90 per cent of the 
individual companies whose activities fall under the jurisdiction of 
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state and federal food and drug laws are legitimate, law-abiding mem- 
bers of the industry they represent and are operated by careful, con- 
scientious people who are sincerely trying to serve their customers 
well. When they fall by the wayside they are quick to correct their 
deficiencies. They are cooperative and receptive to constructive sug- 
gestions and recommendations. They present little or no problem to 
regulatory agencies. It is the other 10 per cent, the ragged fringe, 
so-called, that require more or less constant surveillance. It is fre- 
quently necessary to apply legal action in the form of criminal prosecu- 
tion, libel action or injunction proceedings to secure compliance with 
the law. Most state regulatory agencies are without legal talent on 
their staffs. Therefore, the lay administrative personnel must prepare 
and evaluate the evidence, draft the necessary legal papers and present 
the case to the county prosecuting attorney who, in most instances, 
is their legal representative in the case. Since this is a special law, 
most prosecuting attorneys are not familiar with its provisions and 
frequently are reluctant to engage in the study necessary to prepare 
a good case. Consequently many cases are not filed and more are lost 
through ineffective presentation. When this condition is coupled with 
inexperienced regulatory officials, you can appreciate how many cases 
are never brought to bar and how many unscrupulous operators are 
permitted to continue to prey on the public. 


I do not know the complete answer to this problem. Part of it 
could be solved by adding an attorney to the enforcement staff who 
could do the necessary legal work and assist the prosecuting attorney 
in the presentation of the evidence. Some means should be found, 
however, to acquaint prosecuting attorneys with the significance of the 
law, its special provisions and the interpretations handed down by the 
courts. This is difficult at this time due to the variations between state 
laws. A plan might be worked out which would benefit states enforcing 
laws uniform with the present federal law. I repeat, I do not have the 
answer, but I submit the problem to you as one which must finally be 
solved in the interest of good enforcement. 


I have submitted four vexing problems which stand in the way of 
complete, effective, equitable food and drug enforcement by many 
states. State regulatory agencies are handicapped in solving these 
problems. Members of this organization can individually render signi- 
ficant assistance, each in his own state, by helping to secure adequate 
legislation, provision for nonpolitical administration by qualified peo- 
ple, adequate compensation and a more informed legal fraternity. This 
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organization can provide leadership and guidance to its members in 
formulating a program to accomplish this end. Attorneys representing 
industry or trade associations can do much to promote such a program 
by collaborating with legislative committees and allied industry repre- 
sentatives in the adoption of good, sound, workable food and drug 
legislation. 

We all have a vital interest in solving these and similar problems, 
because the food and drug industry as a whole, regulatory agencies, 
whether at the state or federal level, and many segments of the legal 
fraternity are parts of a team devoted to serving the public and ‘pro- 
tecting its interests in a field where it cannot otherwise protect itself. 
Each part of that team is dependent upon the other parts. If one part 
fails to function, it reduces the effectiveness of the other parts. If state 
laws are not enforced, federal enforcement is handicapped and industry 
itself suffers. Unnecessarily restrictive state laws and regulations and 
arbitrary interpretations and enforcement by inexperienced regulatory 
officials embarrass industry and result in unnecessary work for its 
legal staffs and cause much public confusion and resentment. In the 
end, the public not only pays the bill in higher taxes and higher prices 
but is the chief victim, since it is not receiving the protection to which 





it is entitled. 
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By VINCENT A. KLEINFELD 


Is There a ‘‘Chemicals 


HE increasing utilization of various chemical substances in our 

food cannot be disassociated from the ever-growing need for a 
more abundant food supply. While this country, and perhaps some 
other nations as fortunately situated, may have had various food sur- 
pluses from time to time, it can probably be said that taking the world 
as a whole there has almost always been a need for greater food pro- 
duction. The existing discrepancies in the distribution of the world’s 
food supply are being accentuated by the increasingly rapid means 
of communication and transportation, and the loosening bonds of 
colonialism have been both a cause and effect of a surge for better 
living by literally hundreds of millions of the hitherto submerged 
peoples of the world. 


The fierce struggle for sufficient food has been intensified by the 
tremendous rise in the world’s population during the past 200 years. 
The birth rates in many of the underfed areas of the world continue 
to be so high that this increase is being augmented with alarming 
rapidity. The growth of Europe’s population during the latter part 
of the nineteenth century and early part of the twentieth century is con- 
sidered by some historians to have been one of the underlying causes of 
World War I, and the continuing increases in populations may well 
be described by future historians as a major cause of World War II. 


We need not subscribe to the theories of Malthus to recognize 
that, as populations increase, the food supply must increase propor- 
tionately if all are to survive. We cannot condone the barbaric and 
callous theory that war, pestilence and starvation are necessary and 
normal processes of thinning the ranks of the world’s population or 
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eliminating the “unfit.” A more equitable distribution of the world’s 
food supplies, which must ultimately be achieved, will probably not 
be the result of pure humanitarianism. The basic instinct of self- 
preservation will force steps to be taken to afford at least a bare 
subsistence to the many millions throughout the world who do not 
now have it. The successful battle against disease and illness, result- 
ing in greater longevity for considerable portions of the world’s popu- 
lation, must necessarily make the problem more acute. It seems clear 
that more and more food will be needed to fill the requirements of 
the peoples of the world and that ultimately there will be little talk 
of surpluses. 

The increasing demands for a more abundant food supply will 
accelerate the ever-growing tendency to employ various so-called 
synthetics not only to enhance flavor and appearance, but, more 
important, to prevent waste and spoilage. It will become increasingly 
necessary and profitable to protect our food supply from disease, 
insects, rodents and other destructive forces. It may ultimately be 
come essential to utilize synthetics to augment an insufficient supply 
of “natural” food. 

The problem is obviously a grave one. Equally serious, however, 
and interrelated with it is the problem of the long-range toxic effects 
of many of these chemicals, as well as their effect on the nutritive 
value of the foods in which they are employed. Particularly in this 
country, with an abundant food supply, will the question be raised 
as to whether the something new which is being added has been 
demonstrated to be safe when consumed over long periods of time. 
A glib response that the substance was fed to a few rabbits for a few 
weeks without harm, or that “I swallowed it myself and I’m still here,” 


or that nobody has demonstrated that anybody has ever been killed 


825 
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by it will certainly not be accepted, in my opinion. Nor, I think, will 
such a substance be ultimately accepted if it offers no real advantage 
to the consumer and replaces more nutritive natural substances which 
have been employed for hundreds of years. I doubt that the con- 
ferring of a competitive advantage upon some food manufacturers or 
distributors by the use of a synthetic, or the opening of a new market 
for the wares of a chemical manufacturer, will be considered to be 
sufficient reason for the use of the product. 


Looking Behind the Nazi Curtain 

The synthetic fat program developed in Germany during the last 
war is an example of a synthetic replacing a natural food substance. 
War shortages compelled the Nazis to produce an edible synthetic 
fat. The synthetic product, however, did differ chemically from natural 
fats, and convincing evidence with respect to its nontoxicity was, and 
is, lacking. I might interject here that this exemplifies the importance 
of freedom of scientific experimentation and research, encompassed 
in freedom of speech. Certainly it is a wholesome thing that different 
points of view can be expressed here, or anywhere else in this country, 
on the problem with which we are concerned. For the synthetic fat 
program was hailed by the Nazis as another example of their superior 
scientific achievements over the rest of the world and was accorded 
special governmental favor. The result was that research workers 
were inclined to suppress the unfavorable results of their experimental 
work, or publication was prevented by the government." 

I know of no qualified person who advocates the exclusion of all 
chemicals from our food. Few would quarrel with the enrichment of 
various staple foods with certain vitamins and minerals. The use of 
a chemical additive for such purposes meets what I believe to be the 
important criteria—it serves a purpose useful to the consuming public 
and there is no question of toxicity. That is a far cry, however, from 
the employment of various substances, the chronic toxicity of which 
have not been established with certainty and which perform no func- 
tion which is of any real value to the consumer. It is no defense of 
the employment of inadequately tested chemicals in our food supply 
to state that our vital statistics do not reveal the death of consumers 
due to the ingestion, in food, of various chemicals. Yet such state- 
ments have been made before the Delaney Committee. I had thought 





1 ‘Synthetic Fats—Their Potential Con- of the Food and Agricultural Organization 
tribution to World Food Requirements,”"’ a of the United Nations, FAO Nutritional 
report prepared by the Nutrition Division Studies No. 2, March, 1949. 
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that this sophomoric and dangerous concept had been laid to rest by 
the American Public Health Association statement that :? 


Mortality records alone would seem to show that accidental deaths from 
toxic chemicals of all kinds are an insignificant part of the total causes of death. 
The toxicologic properties of many of the chemicals used in the production and 
processing of foods are unknown, especially the chronic effects of their long-time 
consumption in foods. Mistakes in judgment about the health qualities of 
chemicals introduced in foods may adversely affect the health of great numbers 
of persons. Just as fire prevention is an important part of the control of damage 
by fire, so also the effective control of chemicals introduced in foods may serve 
to prevent mass poisoning of the population. It does not seem that the con- 
sideration of preventive measures in this field should demand impressive statis- 
tics from the death records in order to justify the undertaking. 

Is there a substantial “chemicals in food” problem or merely 
something concocted out of thin air by visionaries? Certainly the 
opinion of many qualified persons directly concerned with the public 
health is that a serious situation does exist. Let us consider, for 
example, the testimony of Dr. Leonard A. Scheele, Surgeon General 
of the Public Health Service. Here is what Dr. Scheele told the com- 
mittee :° 

The contamination of air, water, food, and milk with chemicals and the 
resultant effect on health is of concern to the Public Health Service. The 
rapidity with which new compounds are being introduced in the production, 
processing, storage, packaging, and distribution of foods is alarming, particularly 
in view of the fact that the toxic effects of so many of these chemicals and the 
compounds which they form when introduced into the food are unknown. 
Because of the fact that many individuals in the United States are exposed 
each day to these potential hazards, the Public Health Service wholeheartedly 
endorses the study which this committee is undertaking 

The public health problem stems chiefly from the increasing use of a host 
of new chemicals as insecticides, bactericides, fungicides, food preservatives 
and conditioners, emulsifying agents, wax coatings, and the like. The present 
national emergency may magnify the problem due to the need for increased 
production, processing, and storage of food. The use of insecticides and herbi- 
cides in the production of food, the use of synthetic compounds in food processing, 
the use of chemicals in food sanitation, and the use of antibiotics in the treat- 
ment of food-producing animals and their carry-over to human beings through 
such foods are but a few examples of the public health problems involved. 


Chemical Additives and Cancer Incidence 
Dr. Charles S. Cameron, Medical and Scientific Director of the 
American Cancer Society, testified : 
that we do not know with certainty whether all of the additives employed 
today in fertilizing, processing, coloring, flavoring, and preserving foods which 
we eat are without harm, in respect to cancer causation.‘ 





2 Hearings, House Select Committee to * Hearings, House Select Committee to 
Investigate the Use of Chemicals in Food Investigate the Use of Chemicals in Food 
Products, 8lst Cong., 2d Sess., p. 50. Products, 82nd Cong., 1st Sess.; p. 330. 


* Hearings, cited at footnote 2, p. 129. 
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Does a “chemicals in food” problem exist? The easiest course 
of conduct to pursue, when such a question is posed, is to refuse to 
face the realities of the situation, to label as “faddists” all those 
(whether or not they are qualified by training and experience to voice 
an opinion) who sincerely believe that there is a problem, or to evince 
a sudden interest in semantics—to commence a pseudo-Socratic pro- 
cedure of asking what is meant by various terms. The somewhat 
rhetorical question is put, demandingly: “What do you mean by 
‘dangerous’, or by ‘deleterious’, or by ‘chemical’, or by ‘additive’ ?” or by 
any other term used in proposed legislation. Yet nothing in the form 
of alternative wording is suggested. Unfortunately, Congress has 
got into the habit of using words when formulating legislation. I 
am informed that our legislators would take a dim view of the sub- 
stitution of pictures for words. Happily, however, definitions of most 
words can be found in dictionaries, and for those for which definitions 
cannot be found, a glossary of terms may be provided in the bill itself. 


Surface-Active Agents in Commonly Used Foods 


That the chemicals in food problem is not one which sprang, 
like Pallas Athene from the forehead of Zeus, full grown out of the 
brow of some bureaucrat, is evidenced by the situation involving the 
various surface-active agents. These are used in many foods, including 
such widely consumed products as bread and other bakery goods, and 
ice cream. Although utilized to the extent of tens of thousands of 
pounds, a definite and unresolved question does exist with respect 
to the safety of both types of these substances. Thus, the Baker’s 
Weekly of June 25, 1951, discusses a “Not for Publication” study of 
the surface-active agents issued by the Food Protection Committee 
of the Food and Nutrition Board of the National Research Council. 
According to the Baker’s Weekly, the report declares that: 

: the scientific information at present available in regard to mono- and 
diglycerides as well as the so-called poly compounds, is insufficient to justify 
their use in foods at this time . . . . The position of the scientific committee 
is that, while there is no positive indication of toxicity in these materials, the 
scientific data presently available does not prove conclusively that their effect 





5 Undefined words and phrases such as generally U. S. v. Nash, 229 U. S. 373, 377, 
‘“*honesty and fair dealing in the interest where Mr. Justice Holmes adverted to the 
of consumers,’’ ‘‘poisonous or deleterious fact that ‘‘the law is full of instances 


substance,’’ ‘‘decomposed substance,”’ ‘‘un- where a man’s fate depends on his esti- 
fit for food,’’ ‘‘unsanitary conditions,’’ mating rightly, that is, as the jury sub- 
‘‘tvaluable constituent,’’ “if damage cr in- sequently estimates it, some matter of 


feriority has been concealed,”’ ‘‘make it degree. If his judgment is wrong, not 
appear better or of greater value,’’ ‘‘false,’’ only may he incur a fine or short impri- 
‘‘misleading,’’ ‘‘purports to be,’’ etc., are sonment ... he may incur the penalty 
found throughout the present Act. See of death.”’ 
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will be harmless, especially when used in a variety of foods consumed over 
a long period of time. On surface-active agents generally, including the 
mono- and diglycerides, they feel that additional research is necessary in order 
to judge the accumulative effect of such materials as found in various types 
of foods.* 


; ae . 
AMA's Foods and Nutrition Council Reports 

If this, and considerable testimony before the House Select Com- 
mittee, were not sufficient to cast some doubt upon the widespread 
practice of employing, in widely consumed foods, substances the safety 
of which has not been definitely determined, an earlier report of the 
Council on Foods and Nutrition of the American Medical Association 
is to be borne in mind. This is what this report said :’ 

At present there is being introduced a new processing practice which 
the council views with considerable apprehension, namely, the widespread 
addition of certain surface-active compounds to a variety of foods . 

Available knowledge of the possible toxicity of these substances is fragmen- 
tary; particularly is evidence lacking as to chronic toxicity. The employment of 
these agents in the processing of such basic foods as bread and bakery goods, 
as well as other foods (such as ice cream, candy, and peanut butter), could lead 
to the ingestion of considerable quantities of these materials of uncertain toxi- 
cologic action. Unless the complete harmlessness of these agents can be 
demonstrated beyond reasonable doubt, they should not, in the council’s opinion, 
be employed in basic foods. 

Considering the evidence which has been presented to the com- 
mittee, the increasing utilization of more and more powerful and 
toxic poisons as insecticides, without thorough and adequate testing 
from a long-range viewpoint, would not seem to be in the public 
interest. However, the most vociferous and almost shrill opposition 
to any effort to provide greater protection to the public, without unduly 
hampering the judicious and necessary use of insecticides, emanates 
from those who are most vulnerable, to wit, the manufacturers of 
insecticides. The attitude of various representatives of this industry 
(at least of a trade association) appears to be that any criticism what- 
ever of the manner in which insecticides are being employed or of 
existing legislation on insecticides, emanates only from alarmists, 
sensationalists and food faddists. 








® See also 19 Food Field Reporter, No. 18, 
p. 36, (August 27, 1951). A subsequent 
‘for publication’’ release was issued by 
the Food Protection Committee of the 
Food and Nutrition Board of the National 
Research Council on August 8, 1951. In 
this release, the somewhat puzzling state- 
ment is made that although the earlier 
report ‘‘expressed the Committee’s con- 


sidered opinion that the research data and 
the information 


concerning use of the 


surface-active materials were insufficient 
to reach a sound estimate of the safety 
or hazard presented by their use on foods 
. The statement was not intended to 
question the continued use in foods of 
surface-active materials that are permitted 
by existing or officially proposed standards 
of identity.’’ 
7140 Journal of the American Medical 
Association 783 (July 2, 1949), Hearings, 
cited at footnote 2, p. 839. 
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Editorial Accusations by Insecticides Trade Publication 

By definition, anyone who criticizes the existing order of things in 
the insecticide world becomes automatically ill-informed and a noto- 
riety seeker. Recently, an editorial in a publication issued by a trade 
association representing not the farmer or any segment of the food 
industry, but the manufacturers of insecticides, made such accusations. 
It was said in this editorial: “The mechanism to safeguard the public 
against pesticidal residues is already established.” It was stated that 
if the use of insecticides and various other chemicals were discontin- 
ued, the housewife would have to ask “for only wormy apples, scabby 
potatoes, rotten tomatoes, flour containing rat hairs and droppings, 
onions with maggots, juiceless oranges and woody peaches.” Appar- 
ently, such a horrendous situation would result if any change were 
made in the existing laws dealing with insecticides or any attempt 
whatever made to create any additional safeguards. It seems that 
there is no middle ground. One either ‘keeps inviolate the sacrosanct 
insecticide world or one gets maggots and (and this is most terrifying) 
“woody peaches.” The heart of the editorial rested in its conclusion that: 

The existing efficient controls safeguarding the public against misuse of 
pesticides were not founded on conjecture. Nor did their proposal need the 
pressure of a falsely-generated public alarm to make such legislation acceptable 
to Congress .... Any proposals being considered to augment present controls 


or to change the jurisdictional authority over pesticides should be free of the 
influence of idle conjecture and unfounded public fear. 


Statement by Dr. Paul B. Dunbar 
I should like, therefore, to look at the record to ascertain whether 
the testimony the Delaney Committee has heard has been composed 
of “idle conjecture’ and a desire to create “unfounded public fear.” 
Dr. Paul B. Dunbar, recently retired Commissioner of the Food and 
Drug Administration, had this to say :* 


One of the disturbing things about the recent advance in insecticides, in the 
discovery of new insecticides, has been that a great many very potent and 
valuable insecticides have. been developed on which very little is known, either 
about their chronic or acute toxicity or about their fate after they are applied 
to food. 

In many cases we do not know whether the insecticide after application is 
absorbed into the body of the food, whether it is destroyed on weathering, 
whether it degenerates, perhaps, into some more toxic substance. There were 
even insecticides put out for which no chemical method of identification or 
analysis is known. 

The tolerance-making authority is good as far as it goes, but it does not 
prevent the premature use of insecticides before their safety has been determined. 





§ Hearings, cited at footnote 2, p. 34. 
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A report of the Committee on Chemicals Introduced in Foods of 
the Food and Nutrition Section of the American Public Health Asso- 
ciation pointed out a fact reiterated by many witnesses, and of real 
importance both to the consuming public and to the food industry :° 
“Reliable practical methods of analysis for many of the pesticides 
still remain to be developed for food-control purposes and for medical 
and health workers.” In line with this, Dr. Paul A. Neal, Chief of 
the Laboratory of Physical Biology, National Institutes of Health, 
Public Health Service, declared that methods must be available for 
the identification of chemicals in food stuffs, and that: 

appraising the toxicity and potential danger of such materials to warm- 


blooded animals, including man, demands that one has methods of analysis so 
that one can answer the very point you brought out—is this a cumulative poison 


>) 10 


in the animal’s body; is it stored in the fat . . . from small doses? 


Experts in Foods Field Testify 

As I shall point out, a number of other qualified witnesses adverted 
to the fact that methods of quantitative analysis of a number of insecti- 
cides presently in use were not available. For example, Charles 
Wesley Dunn, testifying as General Counsel for the Grocery Manu- 
facturers of America, stated: 

Of course, I am approaching the whole problem not from the standpoint 
of the manufacturer of the insecticide, but from the standpoint of the food manu- 
facturer, who must buy and use natural foods and vegetables for processing, 
or for addition to his own products and he is confronted with the terribly 
serious problem of a possible toxic spray residue on these natural foods which he 
has the responsibility of removing or reducing to a safe limit, and that responsibility 
becomes a very grave one, indeed, where, in the case of the marketing of new 
and complex chemical pesticides, the food manufacturer has not sufficient 
scientific information which will enable him to determine the identity and the 
amount and the toxicity of this new and complex residue which he finds on a 
natural food which he has bought, and also sufficient scientific information to 
enable him to remove that residue or to reduce its amount to a safe limit.” 

H. Thomas Austern, Chief Counsel of the National Canners Asso- 
ciation, in an address at the forty-fourth annual convention of the 
association held this year, also discussed the problem, a most serious 
one from the viewpoint of the food industry even if not from that of 
a chemical industry trade association. Mr. Austern pointed out: 


As I have repreatedly suggested, the burden on the responsible canner was 
onerous. He often did not know which of the many pesticides his grower might 





* Year Book, Pt. II, 40 American Journal 10 Hearings, cited at footnote 2, p. 135. 
of Public Health, No. 5, May, 1950, Hear- See also 142 Journal of the American 
ings, cited at footnote 2, p. 47. Medical Association, January 28, 1950, No. 


4, Hearings, cited at footnote 2, p. 366. 
" Hearings, cited at footnote 2, p. 664. 
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employ. In some instances, not only was knowledge of relative toxicity lacking 
but there was also no positive method for quantitative detection of possible 
residues. Yet the processor remained legally responsible—and certainly answer- 
able to the consumer—for the finished product. 

A representative of a large food processor has written as follows 
about the indiscriminate use of insecticides: 

These organic insecticides reached the market for general use before adequate 
information was available on the acute or chronic toxicity of the chemicals 
involved. . . . It required the utmost vigilance on the part of the food processor, 
through his technical staff, to keep abreast of these chemicals and to keep 
reasonably informed as to what dangers he was undertaking in using fruits and 
vegetables which had had these chemicals applied to them. From the start this 
was almost an insurmountable task, in view of the fact that with the exception of 
one or two insecticides, methods of analyses were lacking which were specific 
for these various organic spray residues.” 

Another representative of the same food company had this to 
say about the problem: 


Many of the insecticides were introduced only on the basis of their ability to 
control insects. Frequently* toxicity studies on warm-blooded animals were 
inadequate, and certainly, no basic work was done on the persistence of the 
residues in processing or on methods for their determination in the finished 
product. A major part of the effort in many laboratories has been and still is 
the development of really satisfactory procedures of analysis for pesticides in 


common use. Even now the whole problem of insecticide breakdown products 


and their possible toxicity has hardly been touched.’ 


Other Scientific Testimony 

Perhaps it is to be expected that a trade association representi 12g 
chemical manufacturers would be entirely unconcerned about the 
problem of analysis and the possible effects upon the human system 
of the long-continued ingestion of various toxic substances. It is 
undoubtedly true, also, that some entomologists are apparently of 
the same view. I question whether the reputable chemical manufac 
turers themselves would subscribe to this viewpoint. In any event, 
the testimony of scientists more directly concerned with health hazards 
cannot be shunted aside by the use of opprobrious epithets. For ex 
ample, Dr. Francis E. Ray, Director of the Cancer Research Labora 
tory, University of Florida, appeared before the committee. This is 
what Dr. Ray said in part: 

Arsenic in the form of copper arsenate or lead arsenate is commonly used 
as an agricultural insecticide and fungicide. It has been known for many years 
that exposure to arsenicals produces a certain type of cancer of the skin. More 
recent evidence is that inhalation of arsenic dust—and sprays—may cause cancer 








25 FOOD DRUG COSMETIC LAW %6 FOOD DRUG COSMETIC LAW 
JOURNAL 594 (September, 1950), Hear- JOURNAL 296 (April, 1951), Hearings. 
ings, cited at footnote 4, pp. 186, 187. cited at footnote 4, p. 538. 
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of the lung. It is possible that other types of internal cancer may be caused by 
the long-continued ingestion of so-called nontoxic doses of arsenicals. It is 
suspected that the arsenicals used in growing tobacco contribute to the high 
incidence of lung cancer among heavy smokers. Arsenical sprays on tobacco 
and food should be prohibited.” 


Dr. Charles S. Cameron, Medical and Scientific Director of the 
American Cancer Society, testified as follows on the same subject: 


We do not know, for example, whether the permissible arsenic content of 
the residue in or on salable foodstuffs is carcinogenic. These things, as you can 
appreciate, have to act a good deal longer than the usual agents which are 
employed in chronic toxicity tests must act, if carcinogenicity is to be determined. 

However, these facts can be determined by properly conducted studies of 
chronic toxicity with emphasis upon their cancer-producing capacity. 

In any case, the fact that in this country we use upward of 80 million pounds 
of arsenicals, principally in the form of lead arsenate in order to keep our crop 
insects down, plus the fact that arsenic under certain conditions is a known 
cancer producer, that would certainly justify the study which you are under- 
taking, if not actually demand it.” 


Some more “idle conjecture” and “unfounded public fear” have 
been expressed on a number of occasions by the American Medical 
Association. In a statement approved by the Council on Foods and 
Nutrition, entitled “Health Hazards of Pesticides,” it was declared : 


The Council on Foods and Nutrition of the American Medical Association 
is acutely aware of the toxicological problems presented by the rapid introduction 
of synthetic organic pesticides and herbicides. The chemical contamination of 
foods with residues of these substances is but a part of the broader problem 
created by their wide use, for in addition to the danger from ingestion, the 
effects of inhalation and skin absorption must be determined. 

The problem is created by the great number of new pesticides on the 
market. The appearance of these is creating an increasing volume of inquiries 
at association headquarters. That danger exists is evidenced by the appalling 
lack of factual data concerning the effect of these substances when ingested with 
food. The chronic toxicity to man of most of the newer. insecticides is entirely 
unexplored. In fact, the majority are so new that their limitations and even their 
full scope of usefulness have not been established.” 


Subsequent Statement by AMA Council 
The Council on Foods and Nutrition subsequently said this in 
connection with the same problem: 


The introduction of numerous new synthetic organic pesticides offers 
promise for increasing the Nation’s food supply and improving health through 
the control of insects and other pests. Past experience, however, indicates that 
poisons cannot be used safely on food crops without the development of certain 
fundamental knowledge concerning the poison. What these materials will do 





™% Hearings, cited at footnote 2, p. 641. %6 137 Journal of the American Medical 
% Hearings, cited at footnote 4, p. 325. Association, No. 18, August 28, 1948, Hear- 
ings, cited at footnote 4, p. 533. 
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to pests and food crops and to the workers who handle them, must be known, 
and there must be developed, also, a knowledge of what these materials will 
do to warm-blooded animals and man when small amounts of residue are incorpo- 


rated in their foods 

Thorough pharmacologic investigations and practica] quantitative methods 
are two of the most vital and pressing current needs in this field. The funda- 
mental requirement for the orderly development of needed information must 
Unless this information is supplied, safe methods for handling 


not be ignored. 
Furthermore, unless this information is supplied 


and use cannot be developed. 
before new agricultural poisons are released for general distribution, accidents 
may occur which will offset the potential benefits of these new materials and 


cause delay in their adoption.” 


Miracles with Limitations 

Another mode of attack employed by those with a definite axe 
to grind is to employ the non sequitur that any criticism of existing 
controls or of the manner in which a particular insecticide is utilized 
constitutes an irrational demand that insecticides be outlawed. Yet 
just criticisms of existing controls are readily available. For example, 
no one disputes that DDT has helped perform miracles in combatting 
malaria and other scourges. It has been proven to be a most effective 
weapon against various insects, particularly in times of war, and I 
do not imagine that anyone would seek to outlaw it. But that does 
not mean that the facts which have been learned about DDT during 
the last few years (subsequent to its widespread use on cattle and 
crops)—facts indicating that DDT is widely present in the meat we 
eat and milk we drink, that it is being found in human milk, that is, is 
stored in both animal and human fatty tissue, and that as little as five 
parts per million over prolonged periods produce minimum but definite 
liver injury in rats, are to be viewed with complete indifference."* 

The significant: factor ini the insecticide problem is that there is 
so much that we do not know about many of the economic poisons,’® 
and yet any attempt to take the position that we should be apprised 
of the possible hazards before continuing to use these toxic substances 


indiscriminately is denominated as the outcry of an alarmist. 





171142 Journal of the American Medical 
Association, No. 4, January 28, 1950, Hear- 
ings, cited at footnote 4, p. 534. 

18 See 145 Journal of the American Medi- 
cal Association, No. 10, March 10, 1951, pp 
728-733, 735, 736; Hearings, cited at foot- 
note 4, pp. 217-220; 3 A. M. A. Archives 
of Industrial Hygiene and Occupational 
Medicine, March, 1951, pp. 245-246; 32 


Journal of Dairy Science, June, 1949, No. 
6, pp. 549-555, Hearings, cited at footnote 
4, pp. 263-268; 14 Bulletin of the Associa- 


tion of Food and Drug Officials of the 
United States, No. 3, July, 1950, Hearings. 
cited at footnote 4, pp. 269, 274-275; Phar- 
macy International, June, 1951, pp. 13-15; 
26 Poultry Science 410, No. 4, July, 1947. 

1’ See address by Dr. Paul B. Dunbar, 
formerly Commissioner of the Food and 
at the 


Drug Administration, presented 
meeting of the National Agricultural 
Chemicals Association on May 5, 1949, 


Hearings, cited at footnote 4, pp. 232-233. 
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Chlordane Discussed 

In discussing the need for legislation to tighten controls on insecti- 
cides, let us consider, as one instance, the case of chlordane. Chlor- 
dane is one of the newer chlorinated hydrocarbon insecticides. It has 
been recommended and used both in the household and on a variety 
of crops. It was first available for commercial usage in 1947 and it 
has had a widespread use.*® In fact, chlordane is still recommended 
in a government publication for fly control in barns and other places 
on the farm except inside dairy barns and milk rooms.** However, 
this is what Dr. Arnold J. Lehman, Director of the Division of Phar- 
macology of the Food and Drug Administration, had to say about 
this pesticide in 1950 :** 


Our work on this insecticide has progressed to the point where a revision 
of our opinion of its hazards may be necessary. In the first place, chlordane is 
not a definite chemical entity, but a mixture of several different chlorinated 
materials, some identified, some not, and which are not always present in the 
same proportions. In the second place, the chlorine content of the insecticide 
appears to have no correlation with its biological activity. The chlordane as 
manufactured at the present time is prepared by chlorinating the basic chemical 
to the point of optimum insecticidal efficiency with no special emphasis on the 
chlorine content of the final product. Apparently we have been dealing with an 
uncharacterized mixture of chlorinated hydrocarbons. This greatly multiplies the 
difficulties of evaluating its toxicological hazards. Our long-term feeding studies 
are about complete and the results indicate that at every level of feeding 
chlordane is significantly more poisonous than comparable levels of DDT. Our 
estimate of the toxicity hazards must be revised upward and we would say 
that from the over-all aspects chlordane is at least 4 times as toxic as DDT. 
It is our opinion that chlordane has no place in the food industry where even 
the remotest opportunity for contamination exists. We feel that its use as a 
household spray or in floor waxes, is out of place. At least we have not been 
able to maintain pigeons in a small room which was treated with chlordane, 
even after a thorough scrubbing with strong alkali and subsequent airing for 
several weeks.” 

In a recent statement to the committee, Dr. Lehman revealed that 
continued investigation of chlordane had demonstrated further its 
dangerous character. He repeated his opinion “that chlordane is a 
poison of such magnitude that its use should not be permitted where 
there is even the remotest possibility of food contamination.” *4 








~“R. L. Webster, ‘‘New Insecticides: tion, U. S. Department of Agriculture, 
Their Use, Limitations and Hazards to pp. 3-4 
Human Health,’ Washington Agricul- 2214 Bulletin of the Association of Food 


tural Experiment Stations, Station Cir- and Drug Officials of the United States, 





cular No. 64 (Third Revision), 1950, pp. 
40-42: Hearings, cited at footnote 2, p. 388. 

1 ‘*Fly Control on Dairy Cattle and in 
Dairy Barns,"’ Leaflet No. 283, April, 1950, 
Bureau of Entomology and Plant Quaran- 
tine, Agricultural Research Administra- 


No. 3, July, 1950, Hearings, cited at foot- 
note 4, pp. 269, 275. 

23 See also Hearings, cited at footnote 2, 
pp. 389-390. 

* Hearings, cited at footnote 4, pp. 542- 
543. . 
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Selenium As Another Example 

As another example, let us consider selenium, which has been 
and is still being used as an insecticide. Selenium is an elemental 
metal which, in the form of selenium compounds, is used as an insecti- 
cide, regardless of the fact that animal experimentation has shown 
that three parts per million in the diet will produce cirrhosis of the 
liver and that, if feeding is continued, the animals may develop cancer 
of the liver; that the residue remaining on fruits or vegetables sprayed 
with selenium compounds is rather high (on an unwashed apple it 
may be as much as one part per million, and sinee it can penetrate 
the skin of the apple it may accumulate in the apple in amounts up 
to three parts per million); and that minute amounts (at least in 
animals) can initiate a sequence of pathologic changes the earliest of 
which are symptomless and pass unnoticed, while the later stages 
are irreparable and ultimately fatal. The hazard is increased by the 
fact that selenium builds up in the soil and can migrate from the soil 
into the growing plant and eventually appear in the fruit or vege- 
table.*® 

Still a further example is the phenyl mercury compounds. These 
are used quite extensively on fruit and vegetable crops as fungicides, 
notwithstanding that investigation of these compounds shows that 
they accumulate in the kidney and are very poisonous; that very small 
quantities lead to measurable storage in the kidney with resulting 
damage to the kidney; and that the point at which the level of mercury 
stored in the human kidney will cause injury is not known.*® 


Farmer, Processor and Department of Agriculture Concur 

It has been recently stated that existing legislative controls on 
insecticides are quite sufficient, and that additional legislation would 
hamper the farmer and merely serve the purpose of aggrandizing the 
powers already vested in the bureaucrats. While that appears to be 
the firm and fixed opinion of a trade association representing the manu- 
facturers of insecticides, it is not the view of either the farmer (who 
is, of course, a consumer), the food processor, or the Department of 
Agriculture. Thus, in testifying before the committee, J. T. Sanders, 
Legislative Counsel of the National Grange, declared : 


The Grange is decidedly interested in the hearings you are presently con- 
ducting because the rapid development of new chemicals for use in or on food 
intensifies and creates new problems; and because we believe that changes are 





*% Hearings, cited at footnote 2, pp. 408- %* Hearings, cited at footnote 2, p. 408. 
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required in the present law in order to deal with these problems .... With 
respect to the field of pesticides, it appears to the Grange that there is need for 
legislative changes to meet the problems presented by the rapid development 
and use of new materials.” 

Mr. Sanders, on behalf of the Grange, then set forth various sug- 
gestions concerning the requirements of new legislation dealing with 
pesticides.”* 

E. L. Griffin, Assistant Chief of the Insecticide Division, Livestock 
Branch, Production and Marketing Administration, Department of 
Agriculture, revealed that the Department of Agriculture is by no 
means as satisfied with the present law dealing with insecticides as is 
a chemical industry trade association. He testified as follows,” after 
pointing out that under existing law there is no requirement that the 
manufacturer of an economic poison furnish the Department of Agri- 
culture with suitable methods of analysis for determinations of residues :*° 


While the Federal Insecticide, Fungicide, and Rodenticide Act affords far 
greater protection to the public than the Insecticide Act of 1910, there are certain 
portions of it which are not as strong as might be desired. Section 4a (4) 
provides that the material filed in connection with the application for registration 
shall include, if requested, a full description of the tests made and the results 
thereof upon which the claims are based. This does not sufficiently require 
that adequate tests be made and place the responsibility upon the applicant to 
prove the safety and effectiveness of his product. The law would be much 
stronger if the applicant was required, in those cases where the information was 
not otherwise available, to bear the burden of proof of the effectiveness and 
safety of his product for the uses intended. As a prerequisite to registration, he 
should be required to carry out adequate testing, both as to possible toxicity 
hazards and effectiveness, and include with the application a complete report of 
results of such tests. 

The provision for registration under protest has not, up to the present, caused 
difficulty insofar as toxic residues on foods are concerned. However, it is quite 
conceivable that a manuafcturer might desire to apply an economic poison on 
food crops in a usage which was not considered safe and demand registration 
under protest, which would have to be granted. The law would be stronger 
if the provision for registration under protest were omitted and authority given 
to refuse registration unless it appeared to the Secretary that the composition of 
the article is such as to warrant the proposed claims for it and that the article 
and its labeling and other material required to be submitted comply with the 
requirements of section 3 of the Act. Such authority should, of course, be 
properly safeguarded to prevent arbitrary or capricious action. 


Present Controls Criticized by Recognized Authorities 
In view of the fact that many highly qualified persons are quite 
alarmed about the loose controls exercised with respect to insecticides, 





at Hearings, cited at footnote 4, pp. 354- * Hearings, cited at footnote 4, pp. 558- 
559 


o 


28 Hearings, cited at footnote 4, pp. 356- a0 Hearings, cited at footnote 4, pp. 575- 
357. 576. 
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I should like to advert to some further “idle conjecture” and testimony 
creating “unfounded public fear.” Dr. E. J. Cameron, Director of the 
Washington Research Laboratories, National Canners Association, 
had this to say about the present situation: * 


If new legislation of the kind under consideration could be applied effec- 
tively to an advance screening that would lead to approval of particular pesticides, 
food processors would be relieved of certain very definite worries incident to the 
unregulated use of such compounds, The availability of specific information 
regarding permitted use and tolerances would make possible intelligent adjust- 
ment of horticultural and processing practices to meet the public health objectives 

It is recognized that the pretesting of pesticides on the large scale that is 
indicated by the recent developments in this area would be time consuming and 
expensive. Nevertheless, adoption of a new pesticide should be predicated on 
reasonable evidence that its use does not create a health hazard. Otherwise the 
advance in horticultural practice that is promised by use of the pesticide may 
be in conflict with public health considerations. 

Charles Wesley Dunn, General Counsel for the Grocery Manufac- 


9 


turers of America, testified as follows about existing controls: 

Now it is clear that this Act [Insecticide, Fungicide, and Rodenticide Act] 
is not an appropriate and adequate legislative remedy against the unsafe addition 
of a pesticidal residue on or in natural food which may be dangerous to the 
public health; for, in the first place, it is an economic law to aid the farmer rather 
rather than a health law to protect the consumer, and it is designed to regulate 
the agricultural use of poisonous pesticides in growing natural food which 
actually cause a toxic residue on or in it. In the second place, this act does not 
expressly provide a due control of such a toxic residue, and it is so loosely drawn 
that the manufacturer of a poisonous pesticide may operate under it without 
scientifically making the advance residue determinations which are necessary to 
protect both the consuming public and an affected food manufacturer. That 
must be so because the public-health danger of a toxic pesticidal residue exists 
and has increased despite this act. . . . The theory of the act is that the 
manufacturer of the insecticide shall submit advance scientific tests on this 
question of danger, but bear in mind, sir, that here you are dealing with a law 
that is designed to help the farmer, and to protect the farmer, and not a law 
that is designed to protect the consumer from a residual standpoint, and the 
danger of toxic pesticidal residues in natural foods has existed despite the 
enactment of this Federal act which we are discussing, and has become more 
serious despite the existence of this act. 


Other Side of Story 
As a matter of fact, disregarding for a moment the possible toxic 
effects of insecticides upon consumers and considering the farm eco- 
nomics aspect of the problem, it appears that there are entomologists 
who are not proponents of the “spraygun” approach advocated, as is to 
be expected, by an insecticide manufacturers’ trade association. The 
followers of this theory pay little attention to the ecology of insects 





* Hearings, cited at footnote 2, p. 495. % Hearings, cited at footnote 2, pp. 659, 
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or the ultimate economic consequences to the farmer. Adherents of 
this school of entomology operate on the principle that when a par- 
ticular insect becomes troublesome, the only problem is where to find 
an economic poison that will promptly kill the insect without harming 
the plant. Considerations of ultimate cost to the farmer, methods of 
analysis, residues, and long-range biological consequences of the effects 
upon natural predators and other beneficial insects are regarded as of 
minor importance to which, at best, lip service is paid. 

Apparently little educational work has been done in this country 
toward encouraging the maintenance of the natural balance among 
insect populations and the use of preventive methods of biology to 
complement efficient methods of chemical control. There are a number 
of entomologists ** who maintain that existing methods of experimenta- 
tion with insecticides are too empirical and almost entirely uncon- 
cerned with the long-range effects of the indiscriminate use of these 
economic poisons. Certainly, notwithstanding the tremendously wide- 
spread use of chemical controls, the insect problem has steadily mounted 
in importance, and the expense of economic poisons has likewise 
increased. The question may well be asked whether these fairly 
expensive insecticides, the steadily mounting cost of which can be 
readily absorbed when the prices of agricultural products are high, 
can be economically employed in the event prices fall. Some entomo- 
logists have already pointed out that the number of applications of 
insecticides that are being recommended in some parts of the world 
is approaching the point of diminishing returns. 

I have not attempted to offer any solutions. The title of this 
paper is “Is There a ‘Chemicals in Food’ Problem?” What I have 
attempted is merely to indicate that many qualified persons, in a posi- 
tion to offer authoritative opinions, are of the definite belief that a 
most serious problem exists with respect to the increasing employ- 
ment in and on food of substances whose long-range effects on the 
human system are unknown. It may well be that real and compre- 
hensive research will resolve these doubts. Until that occurs, however, 
there are many who feel that only one sound position can be taken 
that is, that no product should be incorporated into a food until it has 
been demonstrated to be entirely safe both from an acute and a 








chronic viewpoint. [The End] 
K 3A D. Pickett, “The Philosophy of footnote 4, pp. 289, 294-295; P. N. Annand, 
Orchard Insect Control,’’ from the Seventy- ‘“‘Insecticides,’’ 2 Agricultural Chemicals, 


ninth Annual Report of the Entomological No. 10, October, 1947, pp. 34-36: V. B. 
Society of Ontario, 1948; A. D. Pickett, Wigglesworth, ‘“‘DDT and the Balance of 
“A Critique on Insect Chemical Control Nature,”’ Atlantic Monthly, December, 1945, 
Methods,"’ 81 The Canadian Entomologist, pp. 107, 111-113. 

No. 3, March, 1949; Hearings, cited at 








By JAMES M. BEST 


Let Us Not Becoma| 
Untrue Charges 





66 ERIL ON YOUR FOOD SHELF,” screamed American Magazine 
for July, 1951. As the most important article, the cover pro- 
claimed: “ ‘Peril on Your Food Shelf’ by James J. Delaney, U. S. 
Representative from New York.” Turning to the article we find, first, 
a full-page pictorial and word introduction from which I quote: 
In this article the head of a Congressional inquiry reveals evidence that 
hundreds of untested and unproved chemicals, in the hands of irresponsible food 
manufacturers, are threatening the health, and even the lives of our families. 


Representative Delaney himself says: “Our food supply is being 
doctored by hundreds of new chemicals whose safety has not yet been 
established.” And on August 1, 1951, the Senate Committee on Agri- 
culture published a report on “Utilization of Farm Crops.” ? From that 
report we learn that the flour millers of the country are poisoning the 
American people because “many of the flours and breads contain 
phosphorus, fluorine, silicon, alum, nicotinic acid, potassium bromate, 
and a score of other poisonous drugs.” 

To this last attack Herman Fakler, Vice President of the Millers’ 
National Federation, by open letter, answered in part: 

This report contains so many misleading statements and unwarranted con- , 
clusions that a comprehensive criticism of it would be longer than the report i 
itself. Therefore, we confine ourselves to an analysis of a few glaring examples 
illustrative of the mendacious character of this paper. 

Mr. Fakler, on behalf of the milling industry, then sets forth in 
his letter the natural percentage of body content of several minerals, 
including calcium, phosphorus, sodium, potassium, chlorine, magnesium 
and sulfur. He adds that nicotinic acid (niacin) is the vitamin known 


«< = 


1 Report of the Committee on Agriculture S. Res. 198 and S. Res. 361 (8lst Cong., 
and Forestry, United States Senate, Eighty- 2d Sess.), Resolutions Authorizing an In- 
Second Congress, First Session, Pursuant vestigation Relative to Expanded Uses of 
to S. Res. 36 (81st Cong., Ist Sess.) and Farm Crops. 
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Mr. Best Is General Counsel for the Quaker Oats Company, Chicago. These 
Are His Remarks in a Symposium on the Proposed Food Chemical Amendment 
to the Federal Food, Drug, and Cosmetic Act, Before the Food, Drug and 
Cosmetic Law Division, American Bar Association, on September 20, 1951 


as the antipellagra vitamin, that alum is harmless and one of the active 
ingredients of some baking powders and that potassium bromate is a 
chemical permitted by the flour standards set by the Food and Drug 
Administration after extensive investigation of its properties. With 
respect to this committee accusation, Mr. Fakler concludes: 

The uninformed reader will draw the conclusion that the flour millers are 
recklessly adding “poisonous drugs” to flour. This is doubly false in that the 
alleged “poisonous drugs” are elements which occur naturally and are essential 
to life. 

Further quoting from Mr. Fakler’s letter to the Senate Committee 
on Agriculture: 


One of the most regrettable aspects of this report is that the calumnies 
it contains will be circulated for many years. Those who prey upon the unin- 
formed by frightening them with false ideas about diet in order to sell them 
so-called health foods at exorbitant prices will be quoting this report in their 
literature for many years. These quotations, footnoted “See Senate Report No. 
604,” will be used to lend an aura of truth to assertions that flour and bread 
contain “poisonous drugs” and that the flour millers of America “threaten public 
health” and “defraud the purchasers of flour.” 


Let us turn again to Representative Delaney’s American Magazine 
article, and I quote: 

The Food and Drug Administration has listed 704 chemicals which are 
being used in our regular food supply, of which only 428 are known to be safe. 
In other words, 276 chemicals are unknown and untested quantities, and some of 
them may be slowly poisoning us! 

Now let us consider the paper entitled “Chemical Additives in 
Food” ? by Dr. Paul B. Dunbar, recently retired, after 44 years in public 
service, as Commissioner of Food and Drugs. Compare, if you will, 
Dr. Dunbar’s statement in his paper: 
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a growing proportion of consumers, egged on by food faddists who are 
masters in the use of the scare technique and the use of accurate scientific informa- 
tion to further a false conclusion, believes that the food industry is interested 
solely in profit, is brutally reducing the nutrition standards of the people, and is 
permitted to do so by the connivance or inaction of the government. 


Scare technique! What could be more scare technique than “Peril 


on Your Food Shelf” or Senate Agriculture Committee Report No. 604: 


Dr. Dunbar further states: 

7, a growing number of consumers seems to believe that not only are food 
products being debased by over-refinement, but also that dangerous chemicals 
are being added to them with a callous disregard for human health. Part of this 
apprehension is undoubtedly due to the publication of partial reports of the 
testimony presented to the Delaney Committee: testimony which accurately stated 
that many hundreds of different types of chemicals have been suggested from time 
to time for use in foods. This has been interpreted by the careless reader as 
meaning that this number of poisonous chemicals is being employed. 

How, then, can Representative Delaney, Chairman of the House 
Select Committee to Investigate the Use of Chemicals in Food Products, 
say: “Our food supply is being doctored by hundreds of new chemicals 
whose safety has not yet been established” 

[ recognize that scientific progress is bound to introduce problems. 
Likewise am I conscious of the tremendous strides in the last 25 years, 
under the leadership of industry, that have been made in the improve- 
ment of the American dietary and of the comparatively few cases of 
abuse. It seems all too obvious that too much hysteria and too little 
logic has guided some people in the approach to the problem of chemical 
additives in food. 

I am not qualified to discuss the unintentional addition of chemicals 
to food. This involves the use of chemical fertilizers and of pesticides 
and insecticides. My remarks relate to the intentional addition of 
chemicals. These matters have always seemed completely separate 
subjects to me, requiring completely independent consideration. 


Many Believe Present Law Is Adequate 

There are those who believe that the provisions of the Federal 
Food, Drug, and Cosmetic Act of 1938 as it presently stands are ade 
quate and that a shifting of the burden of proof of the requirement of 
the Administration affirmatively to show toxicity to the industry 
affirmatively to show nontoxicity creates an impossible burden. This, it 
is contended, is particularly true with respect to chronic toxicity where 
proof may be required into generations or to infinity. Chronic toxicity 
seems to be the major concern in the case of foods as contrasted with 
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acute toxicity in the case of drugs, which latter, by reason of the great 
curative value of the drugs, is sometimes forgiven. Those who believe 
that the present provisions of the law are adequate assert that responsi- 
bility for the safety of food ingredients is now squarely placed upon 
the industry and that that is where it should be and remain. 


Some Favor Amendment Requiring Pre-Use Approval 
by Food and Drug Administration 

Then there is the other extreme, that is, the view of those who 
believe that our present laws are so inadequate that the American 
public is being subjected, as Representative Delaney erroneously says, 
“to become a nation of 150,000,000 guinea pigs guilelessly testing out 
chemicals that should have been tested adequately before they reached 
our kitchen shelves.” The followers of this philosophy would have 
us accept an amendment to the Federal Food, Drug, and Cosmetic Act 
which briefly put and in substance would require preuse approval by 
the Federal Food and Drug Administration of any “new chemical.” 
\s reflected in Representative Delaney’s American Magazine article 
and to some extent in Senate Agriculture Committee Report No. 604, 
this, it is contended, is a responsibility that must be assumed by the 


federal government in order to protect consumers. 


A Compromise Proposal 

A compromise suggestion has been made. Perhaps Dr. Andrew 
C. Ivy, Vice President of the University of Illinois, was the first to 
make it officially in his testimony before the Delaney Committee. 
Dr. Ivy recommended the establishment of an advisory committee 
which would include members of government, industry and the public. 
Fundamentally, its membership would be composed of scientists. 
Theoretically, there is merit to this proposal. Practically, we have 
recently seen how it may work. 

You may know that a substantial portion of the 20-odd thousand 
pages of testimony produced by the bread standards hearings is devoted 
to the use of surface-active agents, sometimes called emulsifying agents. 
Two broad types were discussed which can be identified as polyoxyethylenes 
and mono- and di-glycerides. Many weeks of testimony were devoted 
to this one subject and in the proposed order issued by the acting 
Federal Security Administrator on August 8, 1950,° it was stated that 








*15 Fed. Reg. 5102, corrected 15 Fed. 
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the mono- and di-glyceride type of surface-active agent was suitable 
for use in bakery products (Finding of Fact No. 5). On the other 
hand, the Administrator (Finding of Fact No. 42) says, in reference to 
the polyoxyethylene type: 

the investigational work does not definitely establish their safety and the 
record does not permit a conclusion that bread containing them is safe for 
continuous use over the human life span. 

Prior to the appearance of this proposed order, the National 
Research Council Food Protection Committee had been considering 
evidence on the use of surface-active agents in the manufacture of ice 
cream. While the committee’s report has never been released for 
publication, there is evidence that the conclusion of the committee was 
that there is insufficient evidence to establish the level of either type of 
surface-active agent which could be permitted in foods. Clearly, this 
action, if formalized by the National Research Council, would place 
the Food and Drug Administration in a dilemma. 


A New Approach 

Then there is the proposal that is being considered by the Manu- 
facturing Chemists’ Association Committee on Chemicals in Foods. 
This proposal would require the giving of notice prior to introducing 
into commerce a food which contains a new chemical additive. Such 
notice would be accompanied by information concerning the composi- 
tion of such new chemical additive, method of analysis, reports of 
toxicological investigations, samples and directions for use. However, 
I recall conversations many months ago with Dr. Dunbar, then Com- 
missioner, and Mr. Charles W. Crawford, the present Commissioner 
of Food and Drugs, in which they said that the weakness in such a 
proposal is that it leaves the Administration powerless to keep a food 
with a new chemical additive off the market. 

As a consequence, I have taken this notification proposal as I 
understand it and have prepared a bill, presently in very rough draft, 
incorporating notice and information provisions and adding a section 
enabling the Administrator to apply to a district court for an injunction 
at any time restraining anyone from proceeding to introduce or con- 
tinuing to introduce into commerce a food with a new chemical additive. 
The Administrator’s application for injunction would set forth that 
(1) such chemical additive is dangerous to health when used as directed, 
or (2) that the known methods of analysis as set forth in such notice 
are inadequate, or (3) reports of toxicological investigations as have 
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been conducted on such new chemical additive are inadequate or incon- 
clusive, or (4) directions for use of such new chemical additive are 
misleading, confusing or inadequate, or (5) the methods used in, and 
the facilities for the control of such new chemical additive are inade- 
quate to assure that the stated maximum will not be exceeded, or 
(6) that the evidence concerning such methods or facilities is inade- 
quate or inconclusive and (7) that such new chemical additive should 
not, in his opinion, be introduced or delivered for introduction into 


interstate commerce. 


It is provided in this proposed bill that procedure will be subject 
to the applicable sections of Title 28, United States Code, and to Rule 65 
of the Rules of Civil Procedure. My purpose is threefold. First, the 
Administrator would be able to secure a temporary restraining order 
at any time prohibiting the introduction into commerce of a food with 
a new chemical additive. If he can prove any one of the charges just 
described he would, upon hearing by the court, be able to enjoin the 
further introduction of such food into commerce. Also, the court may 
retain jurisdiction for future hearings. Second, the Administrator is 
not made solely responsible for determining the complete safety of a new 
chemical additive, a responsibility which is so great that many believe he 
could only assume it with such extraordinary caution as would result in a 
great retarding of nutritional progress and consequent lessening of the 
incentive for research. Third, an impartial hearing before a court is 
assured to industry without being bound by an impossible-to-overcome 


administrative finding of fact. 


I know that we are all in agreement that improvements to the 
American dietary should not be retarded. Just before coming to this 
meeting I talked with our director of chemical research and with our 
director of commercial research. There is no doubt in their minds, 
and they believe that they can prove, that the American people want 
and demand foods that are uniformly good, foods that look good, taste 
good and from which the same results can always be expected. Some 
of the so-called chemical additives under consideration today are of the 
type that impart these desired characteristics. 

Dr. J. L. St. John, Executive Secretary, Food Protection Com- 
mittee, National Research Council, has written: * 

In evaluating the safety of chemical additives, emphasis should be placed not 


only upon the research data showing toxicity, but also upon the relative quan- 
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tities which are found in the food and upon the total amount which may be 
consumed in the usual diet. It may be considered in the terms of a published 
statement by a representative of the Food and Drug Administration, that the 
“situation calls for genuine concern about the future, but not for alarm or hysteria 
about the present.” 

Let us, therefore, in the interest of progress for the betterment of 


American consumers, not become hysterical. 


Postscript 
Since delivering the foregoing paper on September 20, 1951, I have 
received numerous comments, suggestions and questions which lead 
me to the belief that I should endeavor further to clarify my position. 
‘chemical additive” amend- 


‘ 


Originally I was strongly opposed to any 
ment. I still believe that the present law is adequate. Nonetheless, as 
the Delaney Committee hearings have progressed, it has become evident 
to anyone familiar with the record that there is substantial opinion 
that some additional legislation is desirable. 

I have been opposed to an amendment which would require preuse 
approval by the Federal Food and Drug Administration of any new 
chemical. My experience with the general impossibility of obtaining court 
reversal of administrative determinations has implanted in my mind a very 
dim view of such procedure. Regardless of the high esteem in which we 
hold the present heads of the Federal Food and Drug Administration, in 
viewing legislation we must entirely divorce personalities, for the wise 
Administrator of today may be replaced by a fool tomorrow. This is why, 
if a “chemical additive” amendment is inevitable, as some believe, I 
suggested the injunction method. 

Is this a harsh procedure that would subject the industry to abusive 
treatment? I do not believe so. First, I think that there would be 
very few suits brought. Second, the proceedings in court would be 
subject to the ordinary rules of court procedure and the Administrator 
must win his case. 

It has been suggested that my proposal should be revised in some 
respects. One suggestion is that there should be provision for informal 
conferences between the proponents of new chemicals and the Adminis- 
tration. Without such provision I expect that that is the only way it 
could work, but certainly there is no objection to the incorporation of 
such a provision. Another suggestion is that the period for the Adminis- 
trator to bring action for injunction should be limited to the 60-day 
notice period, as the present law now fully and adequately covers 
conduct thereafter. I agree. Instead of the several grounds which 
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I drafted as the basis for the court granting an injunction, it has been 
suggested that really only one ground is necessary, that is, that the 
use of the new “chemical additive” would jeopardize the public health. 
I agree. 

My paper was written with two objectives: (1) to deny the vicious 
and ridiculous charges against the food industry made by people who 
should know better and (2) to stimulate others to think of a reasonable 
solution. Now my only interest is to cooperate in finding a solution 
that will give the public that protection to which it is entitled without 
unnecessarily retarding scientific progress and unduly harnessing an 


honest industry. [The End] 


APPENDIX 
A BILL 


To amend the Federal Food, Drug and Cosmetic Act as amended, 
by providing for the additional regulation of commerce in foods con- 
taining new food additives. ; 

Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled, that: 

Sec. 1. Section 201 of the Federal Food, Drug and Cosmetic Act, as 
amended (21 U. S. C. 321), is amended by adding the following new 


paragraph : 
“(q) The term ‘new chemical additive’ means a substance which 
on or after the .. day of is used for the first time 


in the production, processing, packaging or holding of, a food, if such 
use results or is likely to result in the incorporation of the substance 
into the food; provided, however, that the term does not include any 
economic poison subject to the Federal Insecticide, Fungicide and 
Rodenticide Act of 1947.” 

Sec. 2. Chapter IV of such act, as amended (21 U.S. C. 341 and the 
following), is amended by adding the following new section : 

“Section 408 (a). No person shall introduce or deliver for intro- 
duction into interstate commerce any food in the production, processing, 
packaging or holding of which a new chemical additive as defined in 
section 201 (q) was used unless a notice with respect to such new 
chemical additive has been filed pursuant to subsection (c) hereof, or 
a supplemental notice with respect to such new chemical additive has 
been filed pursuant to subsection (d) hereof, at least 60 days prior to 


such delivery or introduction. 
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“(b) No person shall introduce or deliver for introduction into 
interstate commerce any food in the production, processing, packaging 
or holding of which a new chemical additive as defined in section 201 (q) 
was used, if such new chemical additive was used in a manner and 
amount other than as stated in the notice filed pursuant to subsec- 
tion (c) hereof or any notice supplementary thereto. 

“(c) Any person may file with the Administrator a notice of his 
intention to use or to offer for use a new chemical additive. Such a 
person shall submit to the Administrator as a part of such notice: 
(1) the known composition of such new chemical additive, (2) a method 
of analysis for the quantitative determination of such new chemical 
additive in or on food, (3) reports of pharmacological, including toxi- 
cological, investigations conducted on such new chemical additive, 
(4) samples of such new chemical additive, (5) directions for the use 
of such new chemical additive. 

“(d) After a notice with respect to a new chemical additive has 
been filed as provided in subsection (¢), such person may file a sup- 
plemental notice with respect to such new chemical additive setting 
forth proposed changes or additions to the directions for use of such 
new chemical additive or to any other information contained in the 
prior notice or notices. 

“(e) Any person may make a written request to the Administra- 
tor to ascertain if a notice has been filed with respect to a specific new 
chemical additive and if so the direction for use and the maximum use 
concentrations specified in such notice. It shall be the duty of the 
Administrator to furnish such information, but he shall not disclose 
the identity of the person who has filed such notice without the written 


permission of such person. 


“(f) The Administrator shall promulgate regulations exempting 
from the operation of Sec. 408 (a) and (b) new chemical additives 
intended solely for investigational use by experts qualified by scientific 
training and experience, to investigate the safety and usefulness of 
such chemical additives. 

“(g) The Administrator may apply to the District Court in any 
district in which such person may reside for an injunction or order 
restraining such person from carrying out the intent of such notice or 
supplemental notice filed under the provisions of subsections (c) or 
(d) above. Such action shall be subject to applicable sections of 
Title 28 U. S. C. and to Rule 65 of the Rules of Civil Procedure, except 
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Subsection (c) of Rule 65, and in addition to the requirements thereof 
the Administrator shall file with the Court the original or a verified 
copy of the notice or supplemental notice or notices and all additional 
statements or reports made a part thereof, or required by said sub- 
sections (c) and (d) hereof, and in addition thereto a statement by 
the Administrator setting forth that in his opinion (1) such chemical 
additive is dangerous to health when used as directed, or (2) that the 
known methods of analysis as set forth in such notice are inadequate, 
or (3) reports of toxicological investigations as have been conducted 
on such new chemical additive are inadequate or inconclusive, or (4) direc 
tions for use of such new chemical additive are misleading, confusing 
or inadequate, or (5) the methods used in, and the facilities for the 
control of such new chemical additive are inadequate to assure that the 
stated maximum will not be exceeded, or (6) that the evidence con- 
cerning such methods or facilities is inadequate or inconclusive and 
(7) that such new chemical additive should not, in his opinion, be intro- 
duced or delivered for introduction into interstate commerce. 


“Trial of the issues here presented shall be by the court, or upon 
demand of either party, by a jury. Such trial shall be conducted in 
accordance with the practice and procedure applicable in the case of 
proceedings subject to the provisions of Title a5 tu. =<. 

“The Court may enter such order or orders as the circumstances 
require, reserve jurisdiction, continue, modify, refuse or dissolve an 
injunction or restraining order or refuse to dissolve or modify such 
order, and upon the application of either party may re-open the hear 
ings on the issues for the taking of additional evidence. Any final or 
interlocutory order shall be appealable in the manner and form pro- 
vided in Title 28 U.S. C. Sections 1291 and 1292.” 


@ STANDARDS FOR CITRUS-JUICE CONCENTRATES ®@ 

Official standards for grades of frozen concentrated grape- 
fruit juice were issued, for the first time, on November 5 by 
the United States Department of Agriculture. On the follow- 
ing day, the Department announced United States standards 
for grades of frozen concentrated blended grapefruit juice and 
orange juice. The standards issued are to become effective on 


December 8 and 9, respectively. 





Practicality in Regulation 


of ‘‘Chemicals in F'ood’’ Problem—_ 


T IS A PLEASURE to participate on such a distinguished panel 

before the American Bar Association. I am grateful for this occa- 
sion because I am returning to old friends for a discussion of mutual 
problems. My background is in law, although in recent years I have 
shifted to a management position in the industrial chemicals depart- 
ment of our company. 

In the brief time at my disposal I should like to explore with you 
some of the practical problems involved in the chemicals-in-food 
question—from the standpoint and experience of a chemical manufac- 
turer who has had close association with the food industry. 


At the outset, perhaps it would be best to set forth a few salient 
facts to give perspective to the over-all problem. 

In the first place, it is well to remember that all foods, as they 
occur naturally, are mixtures of complex chemical compounds. For 
example, we would need the space of a good-sized blackboard to list 
the various chemical formulae contained in an apple. 

The second point to remember is that food preparations, even of 
the simplest type, involve complex chemical reactions. Take, for in- 
stance, the practice of smoking meat or fish, an art that has come down 
through the ages. The smoke of slow-burning hardwoods contains 
a host of chemicals such as formaldehyde, acetaldehyde, acetone, phenol, 
acetic acid, methyl and ethyl alcohols and others. 


Third, the use of chemical aids in foods is no new phenomenon. 
It was a well-established practice while food preparation was still 
largely a home function. Grandma's pantry shelf contained such chem- 
ical improvers as sodium aluminum sulfate, which is simply alum used 
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to harden pickles and in baking powder, calcium acid phosphate, an- 
other baking powder ingredient, and sodium bicarbonate, usually called 
baking soda, as well as such old-timers as sodium chloride, our common 
table salt, acetic acid, a major component of vinegar, and potassium 
acid tartrate, generally known as cream of tartar. It is interesting to 
note that the famous Fanny Farmer Cook Book, which was first pub- 
lished in 1896, contains a quotation from Ruskin reading in part: “It 
[cookery] means the economy of your Grandmothers and the science 
of the modern chemist.” 

Fourth, food production and preparation have moved from the 
home to industry in order to meet the demands of our growing indus- 
trial society and population centers. The development of the food 
industry provided us with the benefits of mass production, processing 
and distribution. In the course of this transition, the food industry 
found that in addition to the chemicals in Grandma’s pantry, it needed 
many other items developed by the chemical industry. 

And fifth, the combined efforts of the food and chemicals indus- 
tries have been of tremendous benefit to the American consumer. 
Chemical aids in foods have come to serve a twofold purpose: to in- 
crease the availability of foods by combating pests and reducing spoil- 
age; and to improve the nutritive value, keeping qualities, palatability, 
texture and ease of preparation of foods, Result—the American family 
has the world’s greatest supply of good, wholesome, enjoyable foods. 

The current discussion of the chemicals-in-food problem must be 
viewed against this background of historic usage and accomplishment. 

During the past year the Delaney Committee, which Mr. Klein- 
feld so ably serves as counsel, has been studying the chemicals-in-food 
question, primarily with a view to determining whether present laws 


on this subject are still adequate. 
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Certainly no one questions the right and responsibility of govern- 
ment to protect the health of our people. Industry shares equally in 
that vital job, and the Delaney Committee hearings reflect the high 
sense of responsibility by both chemical manufacturers and food proc- 
essors in that regard. The record is one of accomplishment and of 
gains by the American people. It certainly justifies the thought that 
this is not an emergency matter, and there is time to weigh carefully 
all the implications of proposals for new legislation. 

In commenting on the testimony before it, the committee, in my 
opinion very wisely, cautioned against placing “unnecessary obstacles 
to technological improvements in food processing and production.” 
This point deserves thorough consideration, for it is a major practical 
problem. 

Some witnesses before the Delaney group have suggested that 
Congress give consideration to amending the Federal Food, Drug, and 
Cosmetic Act to require that any chemical ingredient must be approved 
by the Food and Drug Administration as to safety before it is used 
in any food product. 

The Food and Drug Administration has submitted a tentative 
draft of such a “prior approval” amendment. The Manufacturing 
Chemists Association has brought forth a somewhat different approach. 
Other suggestions have been made. I do not intend to discuss the 
intricate legal aspects of any of the specific proposals but, instead, to 
point out certain factors inherent in the basic idea of “prior approval.” 

As I see it, such a discussion involves consideration of three gen 
eral, but closely inter-related, aspects of the subject—first, proof of 
safety ; second, the levels-and-methods-of-usage factor; and third, the 


issue of technological usefulness. 


Proof of Safety 

At the core of various “prior approval” suggestions is the belief, 
in certain quarters, that there is need for regulation or statutory control 
of pretesting chemical additives to establish safety. 

Certainly, no right-thinking individual can quarrel with the prin- 
ciple of testing new food ingredients prior to public usage. All firms 
recognize that their fate is dependent on consumer protection. These 
points are axiomatic. Therefore, it would seem to be a simple matter 
to reach agreement on a legal requirement for pretesting. Actually, 
however, it is exceedingly complex. 
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Getting right down to it, what do the words “proof of safety” 
and “adequate testing” really mean? 


Nothing is safe under all possible conditions of exposure or use. 
Despite this, some have held that no new chemical should be added 
to food until it has been proved in advance to be completely harmless 
or safe for continuous use over the human life span. 


If the advocates of such a viewpoint are using these terms in the 
absolute sense, without taking into consideration that safety is a rela- 
tive matter, then the comments of Dr. Bernard L. Oser, Director of 
the Food Research Laboratories, Long Island City, New York, are 
pertinent. Speaking before the annual meeting of the Institute of Food 
Technologists in June of this year, Dr. Oser said: 

The standards of safety implied in these statements are unrealistic because 
they are humanly and scientifically impossible to comply with. . . . Such ulti- 
mate proof of safety demands knowledge of all possible deleterious effects. . . 
The day is not in sight when such proof will be possible. Furthermore, how 
could one logically justify requiring it only on behalf of new chemicals, but not 
for all chemicals or for foods themselves, for that matter? 

It is obvious, therefore, that to make an affirmative showing that 
a material is “safe’’ would be extremely difficult, if not impossible. In 
a lawyer's terminology, it would be like being asked to prove a negative 

that under every foreseeable circumstance, no possible harm can be 
caused. Common everyday foods may be “safe” for some people and 
not for others. Questions relating to the safety of any material can 
be asked ad infinitum. 

The criteria of safety established for new products must be related 
to the criteria used for other accepted. generally similar products. 
(This is not a new idea, incidentally. It was suggested in the 1914 
Department of Agriculture report pertaining*to the famed Remsen 
Board, appointed to study the use of what were then certain new 
chemicals in baking powder. The report stated: “Alum baking pow- 
ders are no more harmful than any other baking powders. . . .”) 


Furthermore, determinations of safety or lack of safety must be 
made in the light of levels and methods of contemplated usage. This 


is the second point I wish to discuss. 


Levels-and-Methods-of-Usage Factor 


Eminent scientists tell us that virtually all substances, when con- 
sumed in sufficiently large quantities, are toxic, that is, they produce 
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harm. Considerations as to levels and methods of usage, therefore, 
may well be the heart of the pretesting problem, although frequently 
they seem to be overlooked in public discussions. 

Actually, when a chemical manufacturer develops a new chemical, 
it is impossible for him to foresee all the potential uses for his product. 
Many times he has no idea that it might be found useful in foods. It 
is only after researchers in the food industry investigate and find the 
chemical useful in foods that we can move ahead to a solid toxicological 
testing program. Not until then will we have the clue to the all-im- 
portant elements of manner and levels of use. 

Since it is the finished food which is marketed to consumers, the 
primary responsibility for safety rests with the food manufacturer. 
Nonetheless, the chemical manufacturer is deeply cognizant of his 
obligations, moral or otherwise, to provide the processor with a good, 
nonharmful product. In practical effect, what generally has occurred 
is a joint venture by food and chemical companies to make certain 
that food for the American consumer is safe. 

Parenthetically I might comment that I sometimes wonder, in 
light of these practicalities, why it is that certain proposals for “prior 
approval” legislation impose the burden of proof of safety solely upon 
the chemical manufacturer. 

Both chemical and food manufacturers, of course, rely upon com- 
petent scientists to develop the toxicological evidence needed to sus- 
tain harmlessness. However, when one group of reputable scientists 
views data as sufficient and another group of equally able men tends 
to discount this work as insufficient, who is to resolve the scientific 
controversy and outline the right path? This is the kind of dilemma 
confronting industry in the absence of generally accepted testing 
criteria. 

In trying to analyze this problem in our own company we have 
come to the conclusion that an advisory panel of qualified scientists— 
perhaps modeled after the Food Protection Committee of the National 
Research Council—could be most helpful in assisting industry and the 
Food and Drug Administration in determining the type and extent of 
tests to be performed. We have made this suggestion to the Delaney 
Committee and other interested groups. 


Technological Usefulness 


My final area of discussion concerns technological usefulness. By 
this I mean the relative usefulness of the chemical in improving the 








PRACTICALITY IN REGULATION OF CHEMICALS IN FOOD PAGE 855 


food itself, as well as its production and processing. This, too, is an 
important consideration, for recently the thought has been advanced 
that the technological usefulness of a proposed additive to food must 
be fully established before the safety issue is considered. 


The immediate question arises: Assuming the food product is in 
compliance with existing law regarding adulteration and misbranding, 
who is finally to decide whether the new additive serves a proper func- 
tion, a government agency, a public advisory group, industry or the 
consumer? 


In actual fact it is the food technologist who initially finds that 
a new chemical has some usefulness in food. However, neither the 
technologist nor the food manufacturer can ever be certain that the 
food product containing the chemical is really useful until it is sub- 
jected to the ultimate test—consumer acceptance. 


Writing in the Department of Agriculture Yearbook for 1950-1951, 
Dr. Callie Mae Coons significantly points out : 

Determination of the usefulness of foods to consumers is a serious problem, 
sometimes costly for both processors and consumers. . . . Consumer acceptance 
implies more than mental response or stated preference. . . . It denotes action, 
with an opportunity for rejection, which may take place in the market, at the 
testing time, or after a series of experiences in using the product. 

In discussing palatability, as an example, Dr. Coons emphasizes: 
“The crucial test is the response of the people who eat the food.” 

Would “prior approval” signify the possible denial of consumer 
freedom of choice because some government body decides that a new 
chemical is not useful, without even considering safety? To reverse 
the coin, should not the safety hurdle be cleared first and the product 
allowed to stand or fall on public acceptance ? 


I daresay no one would be rash enough to suggest the chemicals- 
in-food issue can be adjudged in terms of black or white. It’s the gray 
areas—the regions of human, subjective judgments—which cause 
complications and thwart definitive solutions. 


On the one hand, we have the splendid record of industry and 
government in protecting the public interest under existing laws. On 
the other, there are well-intentioned and honorable men who are con- 
vinced that some changes in the law are required. 


In view of this situation, and in summary, I should like to leave 
these thoughts for your consideration : 
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(1) The use of chemicals in foods is a very old practice. The 
chemical and food industries are cognizant of their responsibilities ; 
their record has been good, of tremendous benefit to the American 
people. 

(2) Suggestions for legislation to make mandatory “prior ap- 
proval” of chemical aids in food give rise to very complex problems. 
The various implications of such suggestions should be studied care- 
fully. 

(3) Safety must be viewed as a relative matter. To be asked to 
prove complete safety is like being asked to prove an absolute negative. 
It is scientifically impossible. 

(4) Safety considerations must be related to contemplated meth- 
ods and levels of usage. 

(5) Any increase in the authority of our regulatory bodies pri- 
marily should concern safety. Fundamentally, technological usefulness 


should be determined by consumer reaction. 


Over the years, industry and government together have maintained 
vigilant watch over the safety of our Nation’s*foods. With or without 
a new law, that vigilance will continue. If further regulation is needed, 
let us keep in mind the practicalities of the situation. Above all, let us 


not close the door to progress, [The End] 


* FALSE AND MISLEADING ADVERTISING ®* 


Petitioner, engaged in manufacturing and selling in interstate com- 
merce a medicinal preparation known as “New Peruna” or “New Peruna 
Tonic,” sought review of an order to cease and desist from disseminating 
false or misleading advertising. The United States Court of Appeals 
for the Seventh Circuit decreed enforcement of the order, confirming the 
right of the Federal Trade Commission to file a complaint against a 
manufacturer of a medicinal preparation when the accused “has been o1 
is” using false advertising. Although it was argued that a part of the 
prohibited advertising as to therapeutic properties of the medicinal prepa- 
ration had been discontinued and not used since a 1944 stipulation was filed 
and approved, the matter is not rendered moot. There is nothing in the 
law requiring the FTC to continue to accept confessions and promises to 
refrain in the future rather than to issue a complaint for the purpose of 
securing an enforceable order to cease and desist from such unfair prac- 
tices.—Consolidated Royal Chemical Corporation, trading under its own 
name and also under the name of Consolidated Drug Trade Products v. FTC, 
CCH Trave REGULATION REpoRTS § 62,930. 
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REGISTRATION OF 
Pharmaceutical Products 
in Latin America 


By ALBERT AVIGDOR 


Before New Attempts Are Made to Legislate on the Export 
of Pharmaceutical Products, It Must Be Borne in Mind That 
This Business Is Already Full of Burdens. Adding Additional 
Ones, the Author Believes, Would Prove Disastrous 


BOUT TWO YEARS AGO the American exporters of pharmaceutical 
£4 products were alerted to the danger of the imminent adoption by 
our government of a new regulation which would have created addi- 
tional and heavy problems to a business already beset by multiple 
difficulties. I am referring to the bill proposed by Representative 
Van Zandt of Pennsylvania which would have changed the export 
provisions of the Food and Drug “Act in such a way as to impose new 
and exacting standards in connection with the shipment of pharmaceutical 
products abroad. After many hearings on the subject, the representatives 
of the industry were able to convince the House committee that in 
most cases it was virtually impossible to comply with the proposed 
regulations. The matter was dropped as impractical, to the great 
relief of those immediately concerned. 

Anyone even slightly familiar with the complicated and often con- 
flicting requirements of pharmaceutical registration in Latin America 
will readily see the wisdom of having abandoned the Van Zandt Bill 
and admit that the American exporter in general, and particularly the 
exporter of pharmaceutical products, is already confronted with scores 
of intricate matters without placing new difficulties in his way to 
handicap his progress. 

Virtually all Latin American governments have tightened the 
regulations for the importation and sale of pharmaceutical products in 
the last few years. The aim of such legislation appears to have been 
not only to protect the nation’s health but, to all intents and purposes, 
to avoid dumping of foreign products, “exclusively made for export,” and 
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especially to encourage and stimulate the nascent national pharmaceutical 
industry in each land. 

Not all the countries have the same total requirements, although 
the suggestion for a uniform code on pharmaceutical registration for 
all Latin American countries was offered about five years ago by 
Dr. Demetrio Mayoral Pardo, then of the Mexican Board of Health, 
but in this and other matters, each country insisted on its sovereign 
rights to legislate within its borders in accordance with its best interests. 

The effort involved in meeting afl these requirements is staggering, 
because in most cases they appear as a combination of those exacted by 
the Food and Drug Administration, the Council of Pharmacy and 
Chemistry of the American Medical Association, the Federal Trade 
Commission and the Price Control Authority, with the corresponding 
mountain of reports, documental proofs, certificates, affidavits, consular 
visas, etc., a procedure which the American manufacturer who wants 
to sell his products in Latin America has to repeat as many as 18 times, 
depending upon the number of countries he wants to cover. There is, 
however, a redeeming feature: inasmuch as Spanish is the national 
language (except in Brazil, where Portuguese is spoken), the same 
type of documents, in Spanish, will be acceptable in most of the Latin 
American countries to cover the same requirements. In a few cases 
only, different situations may arise, according to the terminology used 
in the law of each land or its official interpretation, two additional 
hazards to this extremely interesting but costly phase of the export 
procedure. 


I had the opportunity to organize, about eight years ago, the 
registration department of a large pharmaceutical concern with world- 
wide ramifications. The job was assigned to me at a time when the 
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firm’s export sales were increasing by leaps and bounds and when 
specific information on the subject was rather lean, if not altogether 
lacking. This required the sifting and co-ordinating of information 
contained in hundreds of official publications, government reports and 
trade association bulletins, besides a voluminous correspondence with 
the distributors, to gain a clear picture on the subject of pharmaceutical 
registration and label requirements in Latin America. All the data 
were grouped and tabulated under a common denominator, including 
the maximum possible number of requirements; all the countries were 
listed in a column; an “X” marked against the name of a country and 
under any of the captions constituting the “common denominator” 
would indicate whether that requirement applied or not to that par- 
ticular country. Thus, one could see at a glance what was needed. 
It also simplified gathering of data, labels and certificates and all the 
50 or more steps that have to be taken to effect one single registration. 


That was the time when the Latin American governments, fearful 
of postwar dumping of “export products” from foreign lands and 
desirous of stimulating their own national pharmaceutical industry, 
were constantly vying with each other in tightening existing regula- 
tions on the subject, and the rain of new and more involved require- 
ments which this official zeal brought forth did not lighten by any 
means the burden of the foreign registration department of the pharma- 
ceutical concerns. 

The whole idea developed, later on, into a loose-leaf book * which 
supplied all the information on the subject in a uniform and methodical 
manner and facilitated the preparation of documents to be submitted 
with the application for a pharmaceutical license without which no 
promotion plan or sales campaign can be carried out. On the other 
hand, the Office of International Trade of the United States Depart- 
ment of Commerce issued a series of bulletins covering the registra- 
tion requirements in each country, and the American Pharmaceutical 
Manufacturers’ Association began to send confidential bulletins on the 
subject whenever a special occasion arose. 

The basic information contained in all these publications can be 
classified under the following captions: 

(1) Products which must be registered ; 

(2) Samples to be submitted ; 

(3) Labels to be submitted; 





* Published by James A. Marshall, 47 
West 56th Street, New York, New York. 
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(4) Packages to be registered ; 

(5) Data and documents to be submitted ; 
(6) Fees and duration of the registration ; 
(7) Other requisites. 


Products Which Must Be Registered 

There is no all-inclusive definition of pharmaceutical products for 
all countries. Therefore, the first thing to determine is whether a 
product requires registration or not. For instance, specialties pre- 
pared according to pharmacopoeias or official compendia and marketed 
under the generic name require no registration in certain countries but 
do in others; biologicals, veterinary products, cosmetic and toilet 
preparations, dentifrices, disinfectants, antiseptics and insecticides are 
in the same category. In general, however, the following products 
must be registered in all countries: 

(1) Consumer-size packages of a biological, chemical, pharma- 
ceutical or medicinal substance, whether or not included in an official 
pharmacopoeia, whenever the package is sold under the manufac- 
turer's name. Thus: Sodium bicarbonate, Smith. 

(2) Pharmaceutical specialties manufactured in accordance with 
formulas not included in the pharmacopaeias and usually sold under a 
brand name. 

(3) Foods for which therapeutic claims are made. The term 
“food” is sometimes ambiguous. Such products as vitamins, modified 
milks, aminoacids could be considered as foods or as medicinal special- 
ties, depending on the official interpretation. In certain countries, 
registration of these products is necessary ; in others, it is not, provided 
such products are sold in grocery stores. The demarcation line is not 
always clear-cut, and in doubtful cases it may be safer to register the 


product and avoid the penalties of confiscation or heavy fines. 


Packages to Be Registered 

The number of samples to be submitted varies from two to eight, 
according to the country, but the packages must have the exact appear- 
ance as when they will eventually be marketed. At this stage a package 
with the original English label is accepted in all countries except the 
Dominican Republic, Ecuador, Honduras, Panama and Paraguay. 

Each form under which the product is to be marketed (liquid, 
tablets, parenteral injection, ointment, etc.) has to be registered sepa- 





| 
i 


wn 
—_ 


or 


e- 


od 


m 
1- 
.d 


1e 


re 
4° 


is 





PHARMACEUTICAL PRODUCTS IN LATIN AMERICA PAGE 861 


rately. Some countries require a separate registration for each con- 
centration or potency of the same form of the product. As many 
samples as the law requires in general for the registration of a single 
product must be submitted for each category of the same product. 


Name of Product and Label 


The name under which the product is to be labeled should be 
given the most careful consideration. Many countries (Colombia, 
Costa Rica and Cuba) require that the trademark be applied for at the 
respective patent office before submitting any application for pharma- 
ceutical registration. In other cases, just the reverse holds true. 
Brazil, for instance, exacts a certificate from the National Service for 
the Control of Medicine with any application for trademark registra- 
tion of a pharmaceutical product. 

In Venezuela, the Board of Health will refuse to register a name 
which suggests a therapeutic property or pharmacological action. 

Uruguay used to prohibit names based on the composition of the 
product, but this prohibition is no longer in force. 

Considering the increasing difficulty in coining new names due to 
the plethora of similar-sounding trademarks already registered, bear- 
ing also in mind that certain United States trademarks are of impossible 
pronunciation in Spanish or may sometimes convey in that language a 
meaning, not altogether flattering, which they do not have in English 
and adding to all this that the names are, in some countries, subject to 
the approval of the Board of Health, you will see that the simple 
question of “What is in a name?” evokes immediately the short but 
expressive reply, “Plenty!” 

The labels are submitted in Spanish, generally in typewritten form, 
and only after the text has been approved are the labels printed and 
submitted for a new approval. However, the Dominican Republic, 
Ecuador, Guatemala, Honduras, Panama, Paraguay, El Salvador and 
Uruguay insist that proofs of the printed labels be submitted with 
the application. 

The label must carry the following data: 

(1) The name of the product ; 


(2) The name and address of the manufacturer ; 


(3) The qualitative and quantitative formula (in the metric system) ; 
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(4) Dosage form; 

(5) A statement as to whether the product is to be sold under a 
physician’s prescription or can be freely dispensed to the public, as the 
case may be; 

(6) A statement of authorization by the Board of Health of the 
country under the corresponding number secured after registration 
(a few countries dispense with this statement on the label). 

Some countries exact the following additional data on the label: 

(7) Name of the responsible pharmacist ; 

(8) Maximum retail sale price ; 

(9) Number of trademark'registration (Cuba only) ; 

(10) The date on which the preparation was made ; 

(11) The expiration date of products which require such a statement ; 

(12) Printing the word “veneno” (poison) and the conventional 
skull and crossbones on all poisonous products. 


Data to Be Submitted 

The following documents must be submitted in practically all the 
countries under study. Some of the data may be omitted for certain 
countries, but the list includes all the information which is definitely 
required in the majority of them. 

A chemist’s declaration containing the following information : 

(1) A brief description of the product, its name, its pharmaceutical 
form ; a statement of the advantages of the preparation and the reason 
for its existence ; 

(2) Quantitative formula (all components, including excipients, 
coloring matter, preservatives) expressed in the metric system ; 

(3) Empirical formula; 

(4) Structural formula (when it is known) ; 

(5) Pharmacodynamic action (therapeutic and prophylactic action 
attributed to the product) ; 

(6) Pharmacology of active ingredients, when there is more than one ; 

(7) Manufacturing process (a general statement on the method 
of manufacture) ; 

(8) Mode of administration and average daily dose ; 

(9) Stability facts; 

(10) Toxicity and contra-indications ; 


(11) Method of analysis and standardization ; 
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(12) Sample-size packages and sizes in which the product will be 
on sale; 

(13) A free-sale certificate. 

The following additional documents are also required in some 
countries only: 

(14) A statement of the factory cost ; 

(15) A pro forma invoice showing the selling price; 

(16) The package insert, if any, and also detail literature ; 

(17) Clinical reports. 

All the above documents will be required to cover a single product, 
that is to say, a specific formula with a definite name. Should the 
formula, the form or the concentration and, of course, the name be 
changed, an entirely new registration must be applied for, although in 
some countries it is sufficient to notify the Board of Health of changes 
in package size and dosage form. 

Naturally, in the preparation of so many technical documents 
which must be approved by and signed by different executives of an 
organization, then certified at the consulates and sent to the agent and 
distributor in the respective countries with a proper power of attorney, 
scores of difficult situations may sometimes arise in which one has to 
cut resolutely the Gordian knot and leave it to chance or to the good 
disposition of the official in charge to carry out to a successful end all 
the efforts spent in this connection and make the best of an otherwise 
impossible case. 


Free-Sale Certificate 

One of the official documents required which has caused many a 
headache and provoked storms of controversy is what is known as the 
free-sale certificate, to be issued generally by the Board of Health of 
the country in which the laboratory is established. This document 
must state that “the manufacture and free sale of the product (name 
mentioned here) are permitted in the United States of America.” 

The controversy rose to a full blast during the last period of the 
La Guardia regime, when that dynamic mayor ordered his Board of 
Health Department not to issue any more free-sale certificates unless 
the applicants could show that their products had been previously 
approved by the Food and Drug Administration in Washington. 


Now, everybody knows that the Food and Drug Administration 
does not issue any form of approval, and no exception could be made 
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in this case. This was another unnecessary interference in the export 
field in which well-meaning officials could do more harm than good, 
because they were not fully cognizant of all the facts. That storm 
also blew out, and after a few weeks of sit-down during which no cer- 
tificates were extended to exporters of pharmaceuticals, the New York 
City Board of Health resumed the issuing of free-sale certificates 
as heretofore. 

A very common problem which presents itself in connection with 
these certificates is that the name of the product as sold abroad often 
differs from that under which it is sold in the domestic market. In 
such cases it is sufficient to put the domestic name in parentheses after 
the equivalent foreign name and thus secure the certificate. Such a 
procedure is now refused in Cuba, where the Spanish label must be the 
exact replica or translation of the label, including the name, of the 


product as sold in the United States. 


Another common difficulty is caused by the fact that certain 
components of the products are elaborated in a different state where 
the producing laboratories may have branches or special manufactur- 
ing facilities and then brought for final packaging at a central plant 
from which they are shipped abroad. In such cases, it is presumed 
that the last assembly plant is the manufacturing establishment, and 
the free-sale certificate may be obtained from the country in which 
that plant is located. 

These are some of the trials and tribulations which the exporter 
of pharmaceuticals has to undergo if he wants to obtain a pharma- 
ceutical license to sell his products abroad. Once he obtains that 
license, his more substantial and serious troubles start indeed, for he 
has to secure import permits; he has to overcome the barriers of 


customs tariffs and exchange; he must set a price which will meet the 


competition from local manufacturers as well as from importers from 


soft-currency markets; then, he will have to tackle the advertising, 
sales and distribution problems; and, finally, he will have to study the 
best means of receiving payment in dollars and securing the necessary 
permit for the export of funds from the country in question. 

Thus it will readily be seen that before any new attempt is made 
to legislate on any phase of the export of pharmaceutical products, it 
must be borne in mind that this business is already full of burdens, and 
it would prove disastrous for the trade to add additional ones. [The End] 











Legal Limits of Cosmetic 


Labeling and Advertising 


By HUGO MOCK 


Though Truth Is Still the Criterion of Permitted Adver- 
tising, It Must Be Truth Based upon Demonstrable Cases 
and Not upon the Mere Bona Fides of the Manufacturer 


HE LITERATURE of the cosmetic industry is replete with many 

hundreds of decisions of the Food and Drug Administration and of the 
Federal Trade Commission on the advertising and labeling of toilet 
preparations. The great majority of these decisions, however, point 
out what is prohibited, and wading through these numerous decisions 
affords little light on the statement which might be permissible and 
can be lawfully used in labeling and advertising the myriad products 
of the cosmetic industry. 


It may be desirable, from the viewpoint of the manufacturer and 
his advisors, to present in as succinct a form as possible the tolerated 
limits of labeling and advertising in this industry. 


As always, truth remains the criterion of legality, and it must be 
understood that in the text of claims recommended as legal, such state- 
ments are capable of being corroborated by the merchandise itself 
when in use. The merchandise must be effective for the purpose 
specified in the directions for use. 


Some allowance must also be made on the question of the per- 
centage of effectiveness of these products. A cosmetic claim for a 
preparation which is effective for the purpose specified in the label and 
advertising in 1 per cent of the cases where it is used could scarcely be 
considered in its directions for use as being legally labeled or adver- 
tised. On the other hand, no preparation can be expected for various 
reasons to be effective in all cases or in 95 per cent of the cases where 
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it is employed; there must also be a standard of reasonableness both 
on the part of the manufacturer and on the part of the administrative 
agencies which supervise the advertising and labeling. With this 
proviso, let us examine, seriatim as far as we can, the various classes 
of products made by the industry, indicating as far as possible the 
limits of the claims in the labeling and advertising of such products. 


Perhaps presenting the least difficulty are the articles intended 


for 
their covering or coloring effect only, whether such articles are pet 
fumed or not, such as lipsticks, rouge, make-up bases, nail polishes, 
mascara and the like. Of course these items must be free from 
deleterious ingredients such as arsenic or lead or prohibited aniline 
colors, but inasmuch as the claims for these items are limited mostly 
to color effects, the legal traps in advertising and labeling are compara 
tively few. 

It is a different story in the field of skin preparations where a 
positive effect is claimed, such as face creams, lotions, blemish removers, 
wrinkle preparations and acne and pimple preparations. 

It should be noted that in the field of skin creams and lotions, the 
choice of language in the labeling and advertising is extremely important, 
and the manufacturer must be willing to diiferentiate very closely 
between cases where his preparations are effective and cases where 
no effective result can be promised. 

In the field of face creams, for instance, the manufacturer cannot 
claim to rejuvenate the skin or to remove wrinkles, but he can say 
that the particular cream will cleanse the surface of the skin, including 
the openings of the pores, and that it can soften the skin, and, as far 
as wrinkles are concerned, can say that the preparation may aid in 
smoothing out the lines in the face caused by dryness or that the 
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preparations may assist in softening and lubricating the skin so as to 
give ita more youthful appearance. 

The above distinctions may be trivial, but they are important in 
the eyes of the law. 

When it is here said that skin creams and lotions cannot be adver- 
tised as wrinkle removers, it is with the implicit understanding that 
there are no preparations on the market efficacious for that purpose. 
If research discovers a skin cream or lotion which will actually remove 
or correct wrinkles or will rejuvenate the skin, the manufacturer will 
be entitled to say so. 

Blemish removers can be advertised as far as their efficacy is 
concerned in concealing blemishes, but when sold as cosmetics only, 
they cannot be labeled or advertised as blemish removers. 

Until very recently the Food and Drug Administration has opposed 
the use of the word “acne” as part of the name of a preparation even 
if no representations were made as to cure, and, similarly, any claims 
as to removing pimples or the use of the word “pimple” in a label was 
carefully scrutinized. This situation, however, may be changed in the 
future as a result of the decision in the case of Folds v. Federal Trade 
Commission, decided by the United States Court of Appeals, Seventh 
Circuit, March 23, 1951, 187 F. (2d) 658, where the Federal Trade 
Commission enjoined the defendant from disseminating information 
which “represents directly or by implication that a medical product 
called KLEEREX will cause pimples to disappear or constitutes an 
effective treatment for pimples.” 

The court of appeals decided on the basis of the evidence that 
this prohibition was too broad and were apparently convinced that 
Kleerex was in many cases a cure for pimples. The court of appeals 
substituted for the clause from the cease and desist order, “that said 
product will cause pimples to disappear or constitutes an effective 
treatment for pimples,” the following substitution: “that application 
of KLEEREX will cause pimples to disappear overnight or that the user 
thereof will have a clear complexion the day following its use at night.”’ 

Such an advertisement was manifestly too broad in scope. 

The same reason would apply to any claims as to the treatment of 
acne, If the evidence is affirmatively clear that the preparation will 
cause acne to disappear, the manufacturer should be permitted to say so. 


At one time there were high hopes for the use of vitamins in 


cosmetics, inasmuch as there appeared to be evidence that vitamins 
were absorbable through the skin. On the other hand, so far no proof 
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apparently has been available to show any improvement in the com- 
plexion by incorporating vitamins in soaps or creams, although further 
research may change the picture. The reader is referred to the follow- 
ing case with reference to this subject: Pond’s Extract Company v. 
Federal Trade Commission, Docket 3427, order of the Circuit Court of 
Appeals, Second Circuit, February 8, 1943, wherein it was provided: 

that the respondent “cease and desist from representing that its said 
products have any added beneficial value by reason of their vitamin A content, 
or that its cold cream (a) causes lines, wrinkles, or blemishes to disappear from 
the skin, or that it prevents the formation of lines, wrinkles, or blemishes in the 
skin, or (b) has any appreciable effect upon the underskin, that it liberates the 
underskin, or leaves the underskin free to function, or (c) that dirt, make-up, o1 
other impurities below the surface of the skin may be softened, loosened, or lifted 
from the underskin through the use of respondent’s cold cream . a 


Skin Bleaches 

The majority of preparations generally used for bleaching the 
skin have a base of ammoniated mercury, and preparations containing 
not in excess of 5 per cent ammoniated mercury are permitted to be 
sold. The advertising of such bleaches, however, should bear a caution 
to use only in accordance with directions, as their use may sometimes 
cause irritation or other forms of dermatitis. The advertising claims 
for such preparations should be limited to their effect in whitening the 
skin or assisting the removal of freckles. 


Hair Tonics and Hair Preparations 

One of the pet phobias, not without reason, of the Food and Drug 
Administration are the cures for baldness or claims as hair growers, 
but despite this fact the sale of preparations for the improvement and 
adornment of the hair has enormously increased. 

The baldness cure might be represented as the fata morgana of 
the toilet goods industry, and perhaps it is as hopeless as the old search 
of the alchemists for a method of converting base metals into gold 
Nevertheless, hair preparations are sufficiently popular with the con 
sumer, and within narrow limits may be advertised as having certain 
qualities. The words “hair tonic” themselves are not popular with the 
Food and Drug Administration in the technical view that most of 
these preparations are not tonics but, rather, irritants or astringents, 
but nevertheless the term “hair tonic” continues to be used, and no 
affirmative measures have been taken by the Food and Drug Adminis- 
tration to stop such use. 
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The claim of curing dandruff has also been negatived by the Food 
and Drug Administration, but a preparation may be advertised to 
relieve itching scalp and especially to facilitate the removal of dandruff 
scales. In the case of the Federal Trade Commission v. Lambert Pharmacal 
Company, involving the product known as “Listerine,” the complaint 
of the Federal Trade Commission was eventually dismissed without 
prejudice. 

The original complaint was based on the following statements : 


Listerine for the positive relief of dandruff. 

Listerine the proved treatment for dandruff. 

Listerine attacks the cause of dandruff—not merely its symptoms. 

Listerine antiseptic treatment fights infectious dandruff—clinical tests showed 
a marked improvement in 76% of cases. 

Dandruff is the most frequent scaly disease of the scalp. When this condition is 
due to germs as is often the case Listerine antiseptic is especially fitted to aid 
you. It gives the scalp and hair a cool, invigorating antiseptic bath—kills millions 
of germs associated with infectious dandruff, including Pityrosporum Ovale 
This strange “bottle bacillus” is recognized by outstanding dandruff specialists 
as a causative agent of infectious dandruff. 

Listerine likes nothing better than to fight infectious dandruff 

If you are plagued by dandruff so often caused by germs—don’t waste 
any more time. Start today with the famous Listerine antispetic treatment. 


Commissioner Freer, in his order dismissing the complaint without 
prejudice, said: 


‘ 


I am of the opinion that the record contains “substantial evidence” to sustain 


an order inhibiting representations that Listerine will cure dandruff, or that il 
will do more than temporarily relieve the symptoms of infectious dandruff and 
exfoliation caused by other conditions. The Commission, however, in my opinion, 
is not impelled to issue an order forbidding these pre-stipulation representations, 
and I doubt that there is substantial evidence in the record upon which to base a 
finding to the effect that the public interest clearly requires the issuance of such 
an order to ensure that the presently abandoned representations will not be 
resumed in the future. 

It appears, therefore, that preparations which have antiseptic or 
germicidal properties may in some cases actually be advertised first as 
effecting the removal of dandruff scales and second as affecting the 
cause of dandruff itself, and such claims will, of course, be dependent 
upon actual proof of efficacy. It is not believed that any product is 


as yet recognized as a dandruff cure. 


Deodorants 
Formerly it was forbidden manufacturers of deodorants to repre- 
sent that a deodorant would “give complete protection against body 
odor” or “absolutely deodorize the body of objectionable odor.” How- 
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ever, in the case of Carter Products, Inc. v. Federal Trade Commission, 
CCH TRapeE REGULATION Reports {] 62,769, decided by the United States 
Court of Appeals, Seventh Circuit, on February 2, 1951, 186 F. (2d) 821, 
it was stated: 


Where medical experts experienced in dermatology, testified that cosmetic 
deodorant would remain effective as a deodorant from three to six hours, ten to 
twelve and maybe fourteen hours, four to ten hours, four to twenty-four hours, 
and fifteen to twenty hours, cease and desist order of Federal Trade Commission 
requiring manufacturer to use the word “temporary” in referring to length of 
time that deodorant was effective as a deodorant, would be modified to permit 
omission of the word “temporary” and order would be modified to permit manu- 
facturer to advertise that deodorant was effective where used daily or as frequently 
as found necessary. Federal Trade Commission Act 5, 15 U. S. C. A. 45. 


As regards the use of the product as an antiperspirant, the court said: 


(2) Paragraph l(a) of the cease and desist order will be modified by the 
elimination of the clause, “or that it will be more than temporarily effective in 
reducing the flow of perspiration,” and by adding at the end of the undeleted 
portion of such subsection the following underscored words, so that the sub- 
section will read: 

“(a) That the application of said preparation stops underarm perspiration; 
provided, however, that nothing herein shall prevent the respondent from repre- 
senting that the use of ARRID will prevent the appearance of perspiration 


, 


when used as directed, namely, ‘daily’ or ‘as frequently as you find necessary’. 

This means that in future advertising of deodorants or anti- 
perspirants, the words “temporarily effective” need not be used if the 
preparation is as effective if used as directed, namely, “daily” or “as 


frequently as necessary.” 


Hormones 

Skin preparations containing hormones have now been on the 
market successfully for about 15 years. 

They have been critically examined during all this time, inasmuch 
as there has been a strong bias by the medical profession against the 
over-counter sales of these products. 

The Food and Drug Administration in its latest pronouncement 
on the subject says as follows: 

We have pointed out that there have been some conflicting reports in the 
literature concerning the effects of estrogenic creams when applied locally. As 
to the local effectiveness of estrogens in the doses commonly used, we believe 
that the literature as of today shows, after allowance is made for enthusiasm 
in some of the publications, slight morphological and physiological alterations 
in older skins not produced by the same ointment base without the estrogen 
Whether or not these effects can be extended for more than two or three months 
has not yet been determined. In replying to inquiries in regard to harmful 
local systemic effects we have pointed out that the cosmetics on the market 
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in this country contain from 10,000 to 20,000 units of estrogenic substances 
per ounce. The directions in most cases specify that a small quantity be applied 


to the. face. These articles have been widely distributed for about ten years 


and there have been no reports in medical literature which suggest harmful 


effects resulting from their application. 

Research is active on preparations which are absorbable through 
the skin and thus affect the structure of the skin itself. There is some 
authority for the fact that lanolin and casein may be directly absorbed 
through the skin, and such absorption will, of course, help to lubricate 
the surface of the skin and render it more supple. Whether such 
absorption results in any improvement of the skin is still problematical. 


General Conclusions 

For the information of the manufacturer it should be noted that 
the general attitude of the Food and Drug Administration and of the 
Federal Trade Commission might be designated as perhaps requiring 
a somewhat too strict and technical adherence to the facts, which is 
perhaps counterbalanced by the zeal of the manufacturer in many 
instances in claiming more beneficent results from the use of his 
products than can be expected in all, and even sometimes in the 
majority of, cases. 

There can be no question that in quite a few cases the manufac 
turer has submitted to restrictions on copy in advertising and labeling 
which he thought unfair because of his inability (on account of lack 
of resources or otherwise) to battle the administrative agencies of the 
government. 

It will be noted from many of the cases related above that the 
federal courts have been more liberal in the interpretation of the claims 
of manufacturers than the Food and Drug Administration or the Fed 
eral Trade Commission. 


It follows, therefore, that though truth is still the criterion of per- 
mitted advertising, it must be truth based upon demonstrable cases 
and not upon the mere bona fides of the manufacturer. 

The unscrupulous and reckless manufacturer has been rightfully 
curbed in many instances by the Food and Drug Administration and 
the Federal Trade Commission in the advertising and labeling of his 


products. There still remains a vast middle ground of research avail- 
able especially in the field of what might be called physiological 
cosmetics, which will successfully implement the claims of the 
manufacturer. [The End] 

























By J. H. COLLINS, D. V. M. 


The Problem of Drugs 


for Food rc 








NCREASED PUBLIC INTEREST in what goes into foods is 
shown by the recent activities of the House of Representatives’ 
Select Committee to Investigate the Use of Chemicals in Food Prod- 
ucts. At the same time there has been a growing tendency among 
livestock people to employ drugs to promote fattening, stimulate milk 





production, and bring about other physiological changes in domesticated 
animals and poultry. 


The Federal Food, Drug, and Cosmetic Act defines the term “drug”’ 
to mean (in part) articles intended for use in the diagnosis, cure, 
mitigation, treatment or prevention of disease in man or other animals 
and articles (other than food) intended to affect the structure or any 
function of the body of man or other animals. Briefly, the Act defines 
a “new drug” as any drug which is not generally recognized—among 
experts qualified by scientific training and experience to evaluate the 
safety of drugs—as safe for use under the conditions prescribed, 
recommended or suggested in its labeling, or any drug which has been 
found to be safe as a result of investigations to determine its safety, 
but which has not, other than in those investigations, been used to a 
material extent or for a material time under the conditions set forth in 
its labeling. In the light of these definitions it is obvious that the 
chemical agents used in various ways for tenderizing, promoting fat 


deposition, increasing rate of growth, stimulating production of milk 


“é 





or eggs, aiding earlier maturity, etc., are “drugs” and that the great 
majority of them are “new drugs.” The Act requires that before any 
person may introduce a “new drug” into interstate commerce he must 
make adequate investigations to show that it is safe when used as 
directed, and that the results of those investigations must satisfy the 
Federal Security Administrator that the drug is safe. 
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The Author Is Assistant Veterinary Medical Director of 
the Division of Medicine, Food and Drug Administration. 
The Views Expressed by the Author Are His Own and Not 
Necessarily Those of the Food and Drug Administration 


On the surface it would seem that in the case of drugs for animals 
and poultry no particular problem would present itself in this con- 
nection—all a person needs to do is to conduct a few experiments under 
controlled scientific conditions, bolster these with clinical reports on a 
few hundred animals or poultry in the field under the conditions pre 
scribed, recommended or suggested in the proposed labeling and, if no 
toxic effects in the treated animals or poultry are consistently reported, 
it may be concluded that the drug is safe. In numerous instances, 
however, the Food and Drug Administration cannot concur in such a 
premise. Many drugs have a tendency to accumulate in various organs 
and tissues, particularly if administration continues over considerable 
periods of time as occurs with some of the drugs used for preventing 
outbreaks of coccidiosis and enterohepatitis in chicken and turkey 
flocks. Certain organic arsenical compounds intended for continuous 
administration to increase the rate of growth in young chickens and 
swine are also of this nature. Now we must face the fact that some 
of the animals and poultry getting these drugs are to be slaughtered, 
perhaps while on medication or very shortly after medication, and their 
flesh and edible tissues used for human consumption. A drug which 
has been found to be safe for animals or poultry may be toxic or capable 
of producing other undesirable results in humans, particularly children, 
in much smaller quantities. 


The question of chronic toxicity should be especially borne in 


mind. Therefore, we in the Food and Drug Administration feel 
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strongly that it is our duty and obligation under the law to require 
persons submitting new-drug applications for veterinary drugs (par 
ticularly those used more or less continuously over long periods of 
time and those used for purposes other than treatment of disease con- 
ditions) to furnish proof that the drug does not accumulate in the 
edible tissues, or that it is satisfactorily eliminated from edible tissues 
within a reasonably short interval after medication is discontinued and 
before the tissue is offered for human consumption. 


Poultry Tenderizing Pellets 
Diethylstilbestrol pellets 15 milligrams, which have been used 
extensively over the last four or five years for fattening and tenderizing 
poultry, were for some time subject to the statutory definition of a 
“new drug.” Several effective new-drug applications for such pellets 





were on file with the Federal Security Administrator, but before those 









applications were permitted to become effective we had to reach the 






conclusion that not only were the pellets safe for poultry but that the 






treated poultry were safe for human consumption. In reaching that 





conclusion we gave consideration to the facts that no significant amount 






of the drug accumulates in edible tissues because of the slow rate of 






absorption from the implanted pellet, and that any unabsorbed portion 





of a pellet which had been implanted subcutaneously, immediately 






behind the occiput, would be discarded with the head and upper neck 






when the bird is prepared for cooking. Physicians on our medical 





staff assured us that no harmful effects would result should a human 





accidentally consume an unabsorbed pellet, thereby adding support to 





our decision to permit the applications to become effective. 






Justification Before Senate Committee 










At the hearings of the House Select Committee to Investigate the 
Use of Chemicals in Food Products, that decision was further justified 






by the testimony of Dr. Arthur D. Goldhaft, of the Vineland Poultry 





Laboratories, Vineland, New Jersey, who, after a very thorough search 





of all available literature and after corresponding with leading 






endocrinologists, urologists and gynecologists all over the country, 






was led to the conclusion that the use of 15-milligram pellets of 






diethylstilbestrol in poultry would be innocuous to human consumers 





of treated birds. 
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A few mink ranchers have alleged that their breeding animals were 
rendered sterile after having been fed the discarded heads of poultry 
which were implanted with diethylstilbestrol pellets. As yet we have 
seen no satisfactory data of a factual or scientifically acceptable nature 
showing that the offal from birds implanted with these pellets will 
actually cause sterility in minks or any other animal. Perhaps it should 
be pointed out that, in poultry at least, the effect of the drug apparently 
is temporary only. Males held longer than eight weeks after pellet 
implantation gradually regain their masculinity as shown by a change 
to male plumage, increased size of comb and wattles and the return of 
crowing and other masculine actions. The tenderizing effect in both 
sexes disappears soon after eight weeks. The first signs of the drug’s 
effect on poultry are noticed about two weeks after the pellets are 
implanted and optimum effects are obtained four to six weeks after 


treatment. 


No “‘In-Feed"’ Applications 


Diethylstilbestrol and other synthetic estrogens have been used in 
poultry feeds under experimental conditions with varying degrees of 
efficiency. However, no person has yet submitted a new-drug applica- 
tion for any synthetic estrogen to be given to poultry in their feed for 
tenderizing purposes. Perhaps the reason for this is that much larger 
quantities of drug are required to produce the same effect when using 
this method. Moreover, we are not aware that any factual scientific 
data have been developed to show that birds treated in this manner are 
safe for human consumption. Some agricultural experiment stations 
have reported that pellets containing larger amounts of synthetic 
estrogens will produce a fattening and tenderizing effect when im- 
planted in cattle, sheep and hogs. Although these reports have received 
considerable publicity we have not yet received any new-drug applica- 
tion for a synthetic estrogen to be used in these animals for fattening 


or tenderizing purposes. 


lodinated Casein Approvals 


Two basic manufacturers of iodinated casein have obtained effec- 
tive new-drug applications for their products. This drug, erroneously 
referred to at times as thyroprotein, has thyroidlike activity by virtue 
of its thyroxin content and, when properly used, is capable of stimulat- 
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ing milk production in cows during the period of normal decline and 
of stimulating the rate of growth of young poultry and swine. Before 
the applications were permitted to become effective the applicants were 
required to furnish convincing evidence that the milk from treated cows 
would be safe for humans, particularly infants subsisting largely on 
milk, and that there would be no accumulation of thyroactive substance 


in any of the edible portions of poultry and swine. 


Evidence that their drugs did not accumulate in, or were satisfac- 
torily eliminated from, edible tissues during specified periods after 
medication has also been requested from manufacturers of drugs used 
continuously or intermittently over considerable lengths of time in 
blocks of chickens or turkeys. Such drugs include certain organic 
arsenical compounds and bisphenols for preventing outbreaks of 
coccidiosis ; sulfaquinoxaline, nitrophenide and nitrofurazone for both 
prevention and control of coccidiosis outbreaks; and 2-amino-5-nitro- 
thiazole for prevention and control of blackhead outbreaks. 


Concern over Antibiotics 


Since the use of antibiotics for the treatment of bovine mastitis 
has become so prevalent, considerable concern has been expressed, 
particularly by manufacturers of cheese products, about the quantities 
of antibiotics contained in pooled batches of milk due to addition of 
the milk from one or more udder quarters which have been treated 


with antibiotics. 


It has been demonstrated that very small quantities of penicillin 
in the milk used for cheese manufacturing will inhabit reproduction of 
the starter culture to the point where the entire batch must be dis- 
carded. As a result, the State of Wisconsin now requires all manu- 
facturers selling intramammary penicillin products in that state to 
place a warning in the labeling of their products that milk from treated 
quarters should not be used for cheese production for at least three 
days after treatment. 


It has been called to our attention that physicians are reporting an 
increasing number of penicillin-sensitivity cases in patients having no 
previous history of penicillin therapy. There are some who believe 
that this situation is due to minute quantities of penicillin in the gen- 
eral milk supply. While as yet we are not in a position to concur whole- 
heartedly in this premise, we recognize that this may be a distinct 
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possibility not only insofar as penicillin is concerned but also the other 
antibiotics used for mastitis therapy, such as streptomycin, dihydro- 
streptomycin, aureomycin, tyrothricin, etc. 


Propound Labeling 


We believe that the unfortunate results experienced by cheese 
manufacturers and the possibility of sensitization to various antibiotics 
are material facts which, under the law, should be revealed in the 
labeling of such products. For some time, therefore, we have been 
strongly suggesting that the labeling of antibiotics intended for in- 
tramammary use bear a statement somewhat as follows: “IMPORTANT: 
Milk from treated quarters should be discarded or used for purposes 
other than food-products for at least 72 hours after treatment.” This, 
of course, does not preclude the use of such milk for the farmer’s own 
pigs or calves since there is no evidence to our knowledge that these 
animals develop a sensitivity to the antibiotics. We also recognize the 
possibility that objectionable quantities of other drugs used for intra- 
mammary therapy, such as acriflavine, silver oxide and various 
sulfonamides, may be carried in the milk from treated quarters. 


Questionable Practice 


At present it seems to be a common practice among feed manufac- 
turers to include in the formulas of swine and poultry feeds, in par- 
ticular, a quantity of the powdered residue from antibiotic manufacture. 
If not standardized, these residues contain varying quantities of unextracted 
antibiotic material, vitamin B,, and various unknown factors. A great 
deal of publicity has been given to these vitamin B,, or antibiotic feed 
supplements, sometimes inappropriately termed “animal protein factor” 
or “APF,” in which it is claimed that they have the ability to stimulate 
the rate of growth of young chickens and pigs. There is some evidence 
to support the belief that their effect is not a true growth stimulation 
but the result of inhibition of certajn harmful ingested bacteria in the 
intestinal tract by the small quantities of unextracted antibiotic which 


are always present in such residues. Moreover, the question of whether 
antibiotic feed supplements can safely be given to ruminating animals 
has not yet been satisfactorily answered. There seems to be no evi- 
dence that feeding such small amounts of antibiotics over long feeding 
periods would render poultry and swine harmful for human consump- 
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tion. As a matter of fact, it is quite doubtful that such products would 
come under the statutory definition of a drug given in the second para- 






graph of this article as long as no therapeutic claims are made for them. 











Veterinarian'’s Duty 


The foregoing remarks point up the importance of giving deep 



























thought to the question of whether it is proper to administer certain 
drugs to livestock and poultry if there is a possibility that the milk, 
eggs or flesh of the treated animals and fowl] will be used in the imme- 





diate future as food for human beings, particularly infants and children. 
Veterinarians should familiarize themselves with the pharmacology 
and toxicology of the drugs they are using in their practices to be in 
a better position to answer the question: “Is the drug I am about to 
give this food-producing animal apt to jeopardize the life of my fellow 
man, his wife, child, or infant or cause them undue hardships if my 
client decides to convert the animals or its products into food within 
the next few days or weeks?” If the answer is “yes,” then it should be 
obvious that the necessity of withholding the animal from slaughter 
or of discarding the milk or eggs for a while should be fully explained 
to the client. 


Drugs for accelerating or retarding metabolic activity and normal 
physiological functions of livestock and poultry, such as iodo-casein, 
thiouracil, synthetic estrogens, organic forms of arsenic, etc., have been 
studied and advocated by some researchers apparently without due 
consideration to the fact that drugs used in this manner might possibly 


be carried over in the edible tissues. 


That possibility has been a subject of weighty importance to those 
of us who are entrusted with enforcement of the Act—a law designed 
by the people, through their representatives, for the protection of the 
life, health and welfare of the people. Instead of letting the Adminis 
tration stand alone in this field, research scientists can be of material 
assistance in guarding the interests of the people of this country by 


asking and answering a few pertinent questions before putting the 





results of their work into print—ever bearing in mind that the press 





is generally alert to items published in the scientific literature which 
can be offered with the appeal of sensationalism to the uninformed lay 


[The End] 


public. 
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mon or usual name of the food), if the 
food was displayed to the purchaser 
with its interstate labeling clearly in 
view, or with a counter card, sign, or 
other appropriate device bearing prom- 


inently and conspicuously the common 
or usual name of the food, or if the 
common or usual name of the food is 
clearly revealed by its appearance.” 
(November 5, 1951.) 





ABA Meeting 


At the Third Annual Meeting of 
the Division of Food, Drug and Cos- 
metic Law, in the Section of Corpora- 
tion, Banking and Business Law of the 
American Bar Association, held in New 
York City on September 19 and 20, 
the following two committee reports 
were submitted: 

REPORT OF THE COMMITTEE 
ON FOOD STANDARDS OF THE 
FOOD, DRUG AND COSMETIC 
LAW DIVISION OF THE CORPOR- 
ATION, BANKING AND BUSINESS 
LAW SECTION 
September 12, 1951 

Your committee has given further 
study to the various recommendations 
that the prescribed procedure followed 
at and after the public hearing on any 
proposed food standard ought to be 
modified. 

The committee has concluded to rec- 
ommend that the Food, Drug and Cosmetic 
Law Division, through the appropriate 
channels, initiate and endorse the fol- 
lowing proposals: 

1. That the Act be amended to pro- 
vide that where the promulgation of a 
food standard, or of any amendment tv 
a food standard, does not involve any 
controversial issue, the Administrator 
be authorized initially to give public 
notice of the proposal and an oppor- 
tunity for interested persons to present 
their views orally or in writing, with 
further provision that within a specified 
period any interested person may re- 
quest and obtain a public hearing on 
any controverted issue, and absent any 
such request the standard may be is- 
sued without hearing. 


2. That a request for hearing on a 
controverted issue may be made by 
any interested person without showing 
that the applicant represents the whole 
or any substantial portion of an inter- 
ested industry. 

3. That as to any controverted issue, 
the regulation ultimately issued must 
be predicated upon findings based in 
turn upon substantial evidence of record. 

4. That the Federal Security Ad- 
ministration be requested to complete 
its work on the proposed revisions of 
the Rules governing the procedure at 
these hearings, and that a revision in- 
corporating the desired changes, al- 
ready proposed by the committee and 
others, be issued as soon as possible. 


Respectfully submitted, 

H. Thomas Austern, Chairman 
James M. Best 

Franklin M. Depew 

Paul M. Duff 

George Faunce, Jr. 

George S. Herr 

Michael S. Markel 

Samuel A. McCain 





Charles Wesley Dunn, Esquire 
Chairman, Division of Food, 

Drug and Cosmetic Law 
Section of Corporation, Banking 

and Business Law 
American Bar Association 
608 Fifth Avenue 
New York 20, New York 
Dear Mr. Dunn: 

This is a final report as requested of 
the Committee on Retail Food Ex- 
emptions. 
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As noted last year, it appears that 
our Committee has established 
sort of long distance record, but, once 
again, this matter of exemption of food 
retailers from certain labeling require- 
ments of the Federal Food, Drug and 
Cosmetic Act, which exemption is needed 
because of the Miller Amendment and 
the ruling in the Sullivan case that such 
retailers are subject to those require- 
ments, seems to be approaching a con- 
clusion. 


some 


The Federal Security Agency hopes 
to publish provisions for such exemp- 
tions, partly in the form of a regula- 
tion and partly in the form of a state- 
ment of enforcement policy, by the 
time of your forthcoming meeting. Both 
the regulation and the statement will be 
published in the Federal 
proposals. 


Register as 


Although we have not been informed 
of the further details of the proposed 
regulation and statement as they will be 
issued by the Agency, the practical and 
legal problems which occurred to us or 
were brought to our attention were 
thoroughly explored in various meet- 
ings with representatives of the Food 
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and Drug Administration and the office 
of the Agency’s General Counsel, who 
as usual have been most reasonable and 
cooperative, and we are optimistic that 
food retailers and their counsel will find 
the exemptions appropriate and practicable 

However, we suggest that interested 
counsel be alert to publication of the 
notice in the Federal Register and give 
the Agency the benefit of any further 
information or recommendations. 
Your committee wishes to 
appreciation to the Government repre 


express 


whom it conferred, to 
Bison, William Brown 
Wilkins, who rendered 


and to all who 


sentatives with 
Messrs. Henry 
and Richard F 
invaluable 
provided information and suggestions 
We understand that the work prelimi 
nary to publication of the official 


assistance, 


pro- 
posals completes our assignment, and 
respectfully ask to be discharged 
Respectfully submitted, 
COMMITTEE ON RETAIL 
FOOD EXEMPTIONS 
Newell W. Ellison 
Tyre Taylor 
William A. Quinlan, Chairmar 


September 13, 1951 





Books 


Analysis and Review 


Products Liability and the Food Con- 
sumer. Reed Dickerson. Little, Brown 
& Company, 34 Beacon Street, Boston 
6, Massachusetts. 1951. 339 pages. $7 

This work, in the words of the au- 
thor, deals “with a small part of the 
consumer problem: the individual con- 
sumer’s civil remedy in food cases.’ 

Matter covered includes responsibility 
of the retailer, wholesaler, manufacturer 
and restaurant keeper for unwholesome 





food; definition of what is “fit to eat”; 
and adequacy of the civil action in food 
cases. Appendices embrace Sections 13 
to 15 of the English Sale of Goods Act, 
1893; Sections 12, 14-16, 69 (1) (b) and 
(6) of the Uniform Sales Act; Article 2 
of the Uniform Commercial Code— 
Sales, Sections 2-313—2-318, from the 
Proposed Final Draft (1951); and a 
“select list of authorities relating to lia- 
bility for defective products other than 
food.” For further reference, the vol- 
ume contains a table of and a 
topical index to its contents. 


cases 
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Latest Book in the FOOD LAW INSTITUTE SERIES! 


Federal Food, Drug, and Cosmetic Act 


Judicial and Administrative Record—1 949-1950 
by Vincent A. Kleinfeld 


Chief Counsel, House Select Committee to Investigate the Use of Chemicals 
in Food Products: Food and Drug Law Attorney for the U.S 
Department of Justice 


and Charles Wesley Dunn 


President, The Food Law Institute, Inc 


YOU'LL RECOGNIZE this new book—like its antecedent 
“namesake,” which covered the period from 1938 to 1949—as a 
major contribution to the field of food, drugs, cosmetics, and 
therapeutic devices law. Complete, authoritative, you'll find 
everything arranged and designed to bring you a desk-partner of 
utmost practicality and usefulness. Not just a handy working 
aid, it will fill many of your reference and research needs in this 
field, without those hours—and sometimes days—of tedious and 
expensive “look-up.” 


Partial Contents Include: Cumulative Table of Cases— 
1938-1950 @¢ Court Decisions—1949-1950 © Significant 
Cases Under the 1906 Act © Statements of General Policy 
or Interpretation @ Definitions and Standards for Food 
© Table of References from Law to Interpretations ® Full 
Official Texts of the Federal Food, Drug, and Cosmetic 
Act of 1938—with Amendments; Postponement Act; 
Oleomargarine Act; and the Import Amendment ® Sug- 
gested Forms for Use in Various Administrative and 
Judicial Proceedings @ Detailed Topical Index. 


Produced and published by Commerce Clearing House, Inc., you 
will vote this informative book an excellent adjunct to your CCH 
Food Drug Cosmetic Law Reports . . . Sponsored by The Food 
Law Institute, Inc., you really should see this book to appreciate 
its true stature and practical worth. 


544 Pages ® 6-%"’ x 9-%"’ © Hard Bound 


Special Introductory Price Until December 31, 1951—$9.50 
($10.25 thereafter) 


Please Send Orders to 


CCH, PRODUCTS, COMPANY 


NAAN NAAANY QAR OMAAAAA 


BOOKS BY MAIL 
214 N. MICHIGAN AVENUE, CHICAGO 1, ILL. 











